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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 4.0) 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. In no event shall FDA, JIFSAN or RSl be liable for direct, indirect, 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-RISK® 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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Chapter 1: Introduction

FDA-iRISK Home Page
Access the FDA-IRISK Home page at https://ww?2.explorerisk.com/FDAIRISK40.

Horme § Risk Models §| Reports | Repositories § Help

Home

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

The data required to execute this analysis include the food and its associated consumption data and processing/ preparation
methods, the hazard and its dose-respanse curve, and 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 i5 based.

wWhen you régistern you will be assigned your own personal workspace in which to model feod/hazard risk scenarios. You may also
share this workspace with others to view,

For a compléte descrption, réview the Quick Start Tutorial and User Guide on the Help page before beginning.

Please Login.

Suggested Citation

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

Food and Drug Administration Center for Food Safety and Applied Nutrition (FDASCFSAN], Joint Institute for Food Safety and Applied
Mutrition (JIFSAMN) and Risk Sciences International (RSI). 2015, FDA-IRISK® version 4.0i. FDA CFSAMN. College Park, Maryland.
Available at hreps://irsk. foodrisk.org/.

Home Disdaimer Cortact U
Cogyright © 3012 - 2016 FOA/IIFSAN-UM/RISK SCIENCES INTERMATIONAL

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.

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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Chapter 1: Introduction

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.

o LOQGEL ] A5, = o o o My Agcount  LoQouk

Home | Risk Madels | Reports § Repositories § Help

M - Risk Models {My Prirmasy Reposilory ) -> Mazards Tab
Risk Models

Select Repository: My Primary Repository e Show Modals | | Copyimpsan

Ilml Hazards (4) IMM'MMIMWMIMMMIME

Hazards

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

A Hazard
Harard Type Actions
aflatoxin B1 A himical ) Edit Copy Delets i
AMMonia Chamical Edit Coov Delete e
L monocytogenes  Microbial Pathogen _Edit Copy Delete
Salmonelly ) Microbial Pathogen ) Edit Copy Delete )
CHEIE ] Display Records: | 250 = || Update e

Home [lsclaimer =~M9

Copyright © 2002 - 2016 FODA/IFSAN-UM/RISK SCIENCES INTERMATIONAL

Area Description

o 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 Use the Logout link to exit FDA-iRISK.

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

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.

© 00
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Area

Description

Repository Selector 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. Click the Show Models button to switch to the selected repository.

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

@ © e ©

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.

Notifications: + Sep 28, 2016 20:12:37 Your report FDA-IRISK Risk Estimates and Scenario Ranking Report did not complete successfully due

to an error.

* Sep 28, 2016 20:12:38 Your report FDA-IRISK Risk Estimates and Scenario Ranking Report is now available.

Home || Risk Models | Reports || Repositories | Help

(=]

(=]

Click the ° 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.

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.
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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 W N

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.

You may enter the value in standard notation:

Model Name: Tortilla Chip Consumption
Exposure Type: Chronic
Annual Consumers: 25 000,000

Uncertainty: Add

Save || Save and Close || Close
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You may also enter the value in scientific notation:

Model Mame: Tortilla Chip Consumption
Exposure Type: Chronic
Annual Consumers: 25E6

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.

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 selected for the consumption units.

Parameter Value Uncertainty

Variability Distribution: | |Uniform v n N/A
Minimum: 10 e Add
Maximum: 30 Add

The 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 vertical axis measures
probability density and should not be interpreted as measuring probability.
Walues 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 Cumulative Distribution

054
108
044
e ©
034
[ [
=]
g a
104
021
a1l 402
0 - - } t } : : - - 0
10 12 14 16 18 20 22 24 26 28 30
Value
—— CDF POF

Reifresh Chart 0

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

and displays the Minimum and Maximum parameters ©  (The parameters that display depend on the distribution
option that you select.)
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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 © . (coF 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.
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 Concantration:
Parameler Walue Uincertainty
Units: gl fu | f [ Updati Hfa
Yanalnhly Datnbulban: Horrral { Truncated) v A
Mean: 0.97 Akl
Standard deviation: 034 Add
Lower bound: 1. 39754 add
Lipper bound: Q A

The chart below daplays the probabiity densaty functicn [(POF) and cumulative detnbubion functon (COF) o probability Festogram far
the initial concentration based on the parameters above. Plexse note that the heft vertical axis measures probabily density and should
not be interpreted as measuring probability. Values for probability density are not restricted to the interval (0,1}, The chart is enby
updated if the page is saved or the Refresh Chart button is clicked.

Probalslity Density o Dol sl Dislibaution Coiinl Per Unit 5.0 gj

P T o p TR 25000003000
13
- |
{ Los 20300003000 4+ |
1
b | B8 E 15000000000 l
| . -
- 5 E |
Eosl || ‘ ¥ |
o £ 10000000200 |
| a
|
ad | f
f
| Loz sanmma0e 1
02
|
| /
R I - & et P S
3 b 1 % 3 4 & & o8 A0 1 % 3 4 & & 1 @ %
Contenliaton Concenbation
—— — CaustParne

Refresh 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
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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).

« 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 v

Empirical (cubic) v | Import

Enter as Table

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

FDA-iRISK® 4.0 User Guide
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Example entering the same data in an input field:

Value
g r
Empirical (cubic) ¥ | Import

EnterasList v

[l =~ =~ I ]
W=l W

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

Home - Risk Models (My New Repository) -> Foods - Food (Cantaloupe) -> Consumption Model (Cantelope Consumption 65+ -= Edit
Population Group and Consumption (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 v || Update

Field Delimiter: Comma v

Decimal Separator: Period =

NMumber of Header Rows: |1

Select file: Choose file | No 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).

-4.4

-4.09
-3.91
ST
-3.69
-3.61
-3.54
-3.48
-3.42
-3.38
=3.33

- '-3.29 0.88 P P r

Column 1 Column 2

Edit Population Group and Consumption

Import Empirical Distribution

Specify the probability column:

0.99

0.98 Specify the value column:

0.97
0.96 Previous Import Data
0.95
0.94
0.93
0.92
0.91
0.9
0.89

Cancel

Home -= Risk Models (My Primary Repository) -> Foods -> Food (Cantaloupe Imported) -» Consumption Model (Canteloupe Consumption
Imported) -= Edit Population Group and Consumption (Adults 65+) -= Name and Parameters Tab

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

------- 0.2

10

15 20
Value

25

30

402

— CDF

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

Instructions N Mame and Parameters | Sopulation Groups [1

Population Group eofyr Consumption
Cantelope Cargumption SaTSG0000 Empirical {cubic) gfeo
Adults G5+ ]

w

Chart for Consumption of Population Gronp Cantelope Consumption Adults 65+

The chast below displays the cunsalacive diseritamion flanciion (CDF) for the vanabiliny désmbation for the selected
distribulion

Cumulative Divtribution

T —— 1 Prebalsiliy YValue
- 0o 1639
;_.r BB (e 1] L
7 02 5138
! 025 54.92
a1 03 609
& 040 MM
- 050 1.7
I' h X 117.5
| 0.7 1483
=02 o 133 %
| 080 1847
| . 0e) 2340
16,89 375,512 TH 1M 1002 755 145137 10 Oxs  MLA
0o 100
Vit
0095 1308

(=r 3 055 1508

Close

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 sumto 1.

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: [ogtocdhu . |/[a ]
==Y | | Update
Variability Distribution: | [ Normal |
Mean:

Standard deviation: IC'
12
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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.

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: Ammaonia (refrigerant | N/A
leak)

Food: Frozen Pizza N/A

Initial Units are Y N/A
Contaminated:

Initial Unit Mass: Add

Initial Prevalence: 1E-6 Add *"-

When the Add link is clicked, uncertainty is added for that parameter and you are redirected to a page to define its
distribution.

Home -> My Primary Repository -> Ammonia in Frozen Pizza -> Edit Uncertainty

Edit Uncertainty

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

Instructions §§ Parameters

Set the distribution type and parameters for the uncertainty distribution:

Parameter Value

Model Element: Process Model

Parameter Type: Initial Prevalence

Parameter: N/A 5
Uncertainty Distribution: [Uniform ™| r's
Minimum: 0.9E-6

Maximum: [1.1E6
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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 Name: [Ammania in Frozen Pizza

Initial Contamination, Unit Size and Prevalence:

Parameter Value Uncertainty
Hazard: Ammonia (refrigerant | NfA
leak)
Food: Frozen Pizza NSA
Initial Units are il NSA

Contaminated:

Initial Unit Mass: 50 |[g Add /

Initial Prevalence: 1E-6 | Uniform (Minimum: 0.9E-6, Maximum: 1.1E-6)
) ~ Edit Delete

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.

Instructions M Parameters

Enter values for the linked sets of parameters:
MNote: All fields are required

Parameter Value

Model Element: Dose Response Model
Parameter Type: Model Parameters

Linked Values:

Enter sets of linked

values. alpha beta Actions

If user-defined 0 o Insart Delste

probabilty was selected,
enter a probability Number of Rows: Add
(0-1) in the last

column. Otherwise,
probabilities will be
distributed equally.

Probability must sum to
1.

Save Save and Close Chsa

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] -> Hazards -> Add Hazard

Add Hazard

Enter a hazard name, select a hazard type and click "Add". Please note that hazard type cannot be
changed after the hazard is added. Once the hazard is created, you will be able to add dose response
models and health metrics.

Note: all fields are required

Name: |
Type: [Microbial Pathogen v
ETTRIRET

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 Repository) -= Hazards -= Edit Hazard (L. monocytogenes) -= Name and Type Tab
Edit Hazard

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

Instructions | Mame and Type || Dose Response (0) | Metrics (0) | Predictive (0) | Process Models (0) | Scenarios (0) | Notes (0)
Mote: All fields are required

Type: Microbial Pathogen

Mame: L. monocytogenas

Default Unit: [cfu * | [ Update Default Unit |

| Save || Save and Close | | Close |
Last Modified:

Quick Links: Hazards

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.

Home - Risk Models (My Primary Repository) -» Hazards Tab
Risk Models

Select Repository: |My Primary Repository « | [ Show Models | | Copy/import

Hazards

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

Add Hazard
Hazard Type Actions
Aflatoxin B1 Chemical Edit Copy Delete
Ammonia (refrigerant leak) Chemical / Edit Copy Delete
Ochratoxin A Chemical Edit Copy Delete
Campylobacter Microbial Pathogen Edit Copy Delete
L. monocytogenes Microbial Pathogen Edit Copy Delete
Salmonella Microbial Pathogen Edit Copy Delete
(] [ 1 (o] o) Display Records: (25 v || Update

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 Repository) -= Hazards -=» Edit Hazard (Aflatoxin B1) - Name and Type Tab
Edit Hazard

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

MName and Type

Mote: All fields are required

Type: Chemical

Name: Afatoxin BT
Update Default Unit

| Save || Save and Close | | Close |
Last Modified:

Default Unit: |[mgr

Quick Links: Hazards
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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 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.

Home - Risk Models (My Primary Repository) -= Hazards Tab
Risk Models

Select Repository: |My Primary Repository * | | Show Models | | Copy/import |

Instructions || Hazards (&) || Foods (11) || Process Models (8) | Risk Scenarios (9) | Notes

Hazards

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

Add Hazard
Hazard Type Actions
Aflatoxin B1 Chemical Edit Copy Delete
Ammonia (refrigerant leak) Chemical Edit Copy Delete \
Ochratoxin A Chemical Edit Copy Delete
Campylobacter Microbial Pathogen Edit Copy Delete
L. monocytogenes Microbial Pathogen Edit Copy Delete
Salmonella Microbial Pathogen Edit Copy Delete
n (=] 1 [=] [= Display Records: |25 v || Update |

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.

If there 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
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Model"on page 101 and "Deleting a Risk Scenario" on page 144. Once the elements are deleted, navigate back
to this page and click Delete.

Home -> Risk Models (My Primary Repository} -> Hazards -> Delete Hazard (Aflatoxin B1)

Delete Hazard

Please correct the following:

Unable to delete hazard unless the related process models and risk scenarios are deleted first.

Deleting the hazard Aflatoxin B1 will also delete the following:

Dose Responses Metrics Process Models Risk Scenarios Notes
Linear by Slope Factor | Liver Cancer Aflatoxin Bl in Tortilla | Aflatoxin B1 in Tortilla || None
Chips Chips specified
Liver Cancer (COI) s 2 P

Aflatoxin B1 in Tortilla

Liver Cancer (COI, Chips {Exposure Only)

computed)

Liver Cancer
(computed)

Liver Cancer Imported

Cancel

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 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 Copy link to the right of the hazard that you want to copy.

Home - Risk Models (My Primary Repository) -» Hazards Tab
Risk Models

Select Repository: |My Primary Repository v || Show Models | | Copy/import |

Instructions || Hazards (&) || Foods (11) || Process Models (8) | Risk Scenarios (9) || Notes

Hazards

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

Add Hazard
Hazard Type Actions
Aflatoxin B1 Chemical Edit Copy Delete
Ammonia (refrigerant leak) Chemical Edit Copy &Iete
Ochratoxin A Chemical Edit Copy Del‘:ate
Campylobacter Microbial Pathogen Edit Copy Delete
L. monocytogenes Microbial Pathogen Edit Copy Delete
Salmonella Microbial Pathogen Edit Copy Delete
i @ 1 (& = Display Records: 25 v || Update |

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

5 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 Models (My Primary Repository) -> Hazards -> Copy Hazard (Aflatoxin B1) -> Instructions Tab

Copy Hazard

Instructions || Name and Type | Dose Response (1) || Metrics (5) || Process Models (1) jj Notes (0)

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

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

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

Include with copy:

Health Metrics: ¥

Dose Response Models: ¥
Process Models: ¢

Motes (for all copied items): ¢

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

Copy | | Cancel |

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

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 103.
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.

Home -= Risk Models (irisk@foodrisk.org: Primary Repository) -= Hazards Tab
Risk Models

Select Repository: |irsk@foodrisk.org: Primary Repository » 'E | Show Models || Copyimport |

Instructions || Hazards (5) | Foods (6) || Process Models (6) ] Risk Scenarios (7) | Notes

Hazards

Select a hazard from the list below to view.

Hazard Type Actions

Aflatoxin B1 Chemical View Import
Ammeonia from Refrigerant Spill Chemical View Import x\
Inorganic Arsenic Chemical View Import

L. monocytogenes Microbial Pathogen View Import
Salmonella Microbial Pathogen View Import

& & 1 = Display Records: (25 v |[ Update

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

5 Click the Instructions tab.

Home - Risk Models (irisk@foodrisk.org: Primary Repository) - Hazards -= Import Hazard (Salmonella) -= Instructions Tab

Import Hazard

Instructions || Name and Type |§ Dose Response (1) || Metrics (1) | Predictive (0) ] Motes (2)

Importing this hazard will also import its dose response models, health metrics, predictive models (microbial only)
and notes.

Select repository: | My Primary Repository r |

[ Import | | cancel |

6 Inthe Select Repository drop-down list, select a model repository in which to import the hazard.
7 Click Import.

8 Do one of the following:

« To edit the imported hazard, click the View Imported Hazard link.
« To return 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

L 4

Name and
Type

Hazards >

Dose Response Name and
Models Parameters

Health
Metrics

Risk Name and
Scenarios Parameters

L

Predictive
Models* Population
Notes Groups

Process
Models

Notes

Risk
Scenarios

Notes

*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 16.

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

Home - Risk Models (My Primary Repository} -> Hazards -> Hazard {Aflatoxin B1) -> Add Dose Response Model

Add Dose Response Model

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

Note: all fields are required

Name:
Exposure Type:

Available models:

Acute -

MNext | | Cancel

for Acute Exposure

for Chronic Exposure

« Cumulative Lognormal

Dose Unit:mass/kg (e.g. ma/kg body weight)
« Cumulative Lognormal

Dose Unit:mass (e.g. mg)
« Empirical

Dose Unit:mass/kg (e.g. mg/kg body weight)
« Empirical

Dose Unit:mass (e.g. mg)
« Linear by Slope Factor

Dose Unit:mass/kg (e.g. mg/kg body weight)
« Linear by Slope Factor

Dose Unit:mass (e.g. mg)
* MNon-Thresheld Linear

Dose Unit:mass/kg (e.g. ma/kg body weight)
« MNon-Threshold Linear

Dose Unit:mass (e.g. mg)
« Step Threshold

Dose Unit:mass/kg (e.g. mg/kg body weight)
« Step Threshold

Dose Unit:mass (e.g. mg)
« Threshold Linear

Dose Unit:mass/kg (e.g9. ma/kg body weight)
« Threshold Linear

Dose Unit:mass (e.g. mg)
o Weibull

Dose Unit:mass (e.g. mg)
o Weibull

Cumulative Lognormal

Dose Unit:mass/kg-day (e.g. ma/kg body weight-day)
Decreasing Logl0-Logistic

Dose Unit:mass/kg-day (e.g. ma/kg body weight-day)
Decreasing Logistic

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

Dose Unit:mass/kg-day (e.g. ma/kg body weight-day)
Decreasing Probit

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

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

Dose Unit:mass/kg-day (e.g. mag/kg body weight-day)
Linear by Slope Factor

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

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

Dose Unit:mass/kg-day (e.g. mag/kg body weight-day)
Log-Logistic with Background

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

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

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

Dose Unit:mass/kg (e.g9. ma/kg body weight) Dose Unit:mass/kg-day (e.g. mag/kg body weight-day)
« Restricted Log Probit

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

Dose Unit:mass/kg-day (e.g. mag/kg body weight-day)
« Step Threshold

Dose Unit:mass/kg-day (e.g. mag/kg body weight-day)
« Threshold Linear

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

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

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

Task Steps

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

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
pathogen.)

3. Click Next.

To add a dose response model for a
Chemical hazard.

1. Type a name for the dose response model in the Name input field.
2. In the Exposure Type drop-down list, select one of Acute or Chronic.
3. Click Next.

7 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.
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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.

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

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

6

7

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.

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

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

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

Edit Hazard

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

Instructions § Mame and Type l Dose Response (1) i Metrics (5) B Process Models (1) § Scenarios (2) § Notes (0)

Add Dose Response Import from Library

Model Exposure Response Actions
Linear by Slope Factor Chronic Linear by Slope Factor Edit Copy Delete

Dose unit: ng/kg-day
(Slope:7.7E-6; 100%)

u: Uncertainty distribution defined for this parameter

Quick Links: Hazards

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.

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 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.

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

Edit Hazard

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

Instructions || Mame and Type || Dose Response (1) | Metrics (5) | Process Models (1) | Scenarios (2) | Notes (D)

Add Dose Response Import from Library

Model Exposure Response Actions
Linear by Slope Factor Chronic Linear by Slope Factor Edit Copy Delete

Dose unit: ng/kg-day
(Slope:7.7E-6; 100%)

u: Uncertainty distribution defined for this parameter

Quick Links: Hazards

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
scenarios have been deleted.) For more information, see "Deleting a Risk Scenario” on page 144. 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.

FDA-iRISK® 4.0 User Guide 27 September 2016



Chapter 2: Hazards, Dose Response Models, Health Metrics, and Predictive Models

5 Click the Copy link to the right of the dose response model that you want to copy.

Home - Risk Models (My Primary Repository] -=» Hazards - Edit Hazard (Aflatoxin B1) -= Dose Response Tab
Edit Hazard

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

 Instructions |§ Name and Type f§ Dose Response (1)

Add Dose Response Import from Library

Model Exposure Response Actions
Linear by Slope Factor Chronic Linear by Slope Factor Edit Copy Delete

Dose unit: ng/kg-day %
(Slope:7.7E-6; 100%)

u: Uncertainty distribution defined for this parameter

Quick Links: Hazards

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 C(lick the Instructions tab.

Home -> Risk Models (My Primary Repository) -> Hazards -»> Hazard (Aflatoxin B1) -» Copy Dose Response Model (Linear by Slope Factor)
-= Instructions Tab

Copy Dose Response Model

Instructions [§ Name and Parameters [} Motes (D)

Use this feature to make a copy of the selected dose response model for the same hazard.
Use the checkboxes 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
model.

Include with copy:
Notes: ¥

After creating the copy:
Open the edit page for the copy ®
Return to the list of dose responses

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.

FDA-iRISK® 4.0 User Guide 28 September 2016



Chapter 2: Hazards, Dose Response Models, Health Metrics, and Predictive Models

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 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.

5 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).

Home - Risk Models (My Primary Repository) -= Hazards -> Hazard (Aflatoxin B1) -> Dose Response Library -> Dose Response Library Tab

Dose Response Library

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

Instructions § Dose Response Library

Hazard Model Exposure Response Actions
Aflatoxin B1 Imported Linear by Slope Factor Chronic Linear by Slope Factor View Import
Imported Dose unit: ng/kg-day
(Slope:7.7E-6; 100%)
Ammonia from Refrigerant Ammonia Mon-Threshold Acute Mon-Threshold Linear View Import
Spill Imported Linear Imported Dose unit: mg

(Risk at Reference Point:0.21 , Reference
Point:118; 100%)

Inorganic Arsenic Imported Bladder Cancer, Probit, Chronic Probit View Import
Median Imported Dose unit: mg/kg-day
(alpha:-2.3502892 , beta:14.952676;
100%)
Inorganic Arsenic Imported Lung Cancer, Probit, Median Chronic Probit View Import
Imported Dose unit: mg/kg-day

(alpha:-1.6151 , beta:10.328615; 100%)

u: Uncertainty distribution defined for this parameter

Cancel
Quick Links: Aflatoxin B1 (H)

6 Do one of the following:

+ To view 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.
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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.

The imported dose response models will have the name: <dose_response_model_name> Imported.

1
2

w

[ BN

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

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.

View Hazard

Instructions §| Name and Type | Dose Response (1) Scenarios (1) || Notes (2)
Model Exposure Response Actions
Ammonia Non-Threshold Linear Acute Mon-Threshold Linear View Import
Dose unit: mg \
(Risk at Reference Point:0.21 , Reference Point:118; 100%)

Quick Links: Hazards

7 Click the Instructions tab.

8

Import Dose Response Model

Instructions [ Name and Parameters [ Notes (1)

A dose response must be linked to a hazard when imported. Please select 3 hazard from your models or use the
option to import the hazard with the dose response.

If importing the hazard as well, only this dose response model will be imported. Other dose response models and
all health metrics for the hazard will not be imported.

Importing a dose response will also import its notes.
Mote: to link this dose response to a hazard from your models, the hazard type must be Chemical.

Select model: | My Primary Repository »
Link to my hazard: ® [Afatoxin B r
Import hazard with dose response ¢

‘Import | [ Cancel

In the Select model drop-down list, select a model repository in which to import the dose response model.
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9 Choose the hazard to link the dose response model to. Do one of the following:

+ To link 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 22.

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

11 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

v

Name and
Type

Hazards

Dose Response
Models

Health
Metrics

Name and
Parameters

Predictive
Models Risk Name and
Scenarios Parameters

v

Process
Models

Population
Yo Notes Groups

Scenarios

Notes

Notes

Adding a Health Metric

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 16.

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 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.
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 (Aflatoxin B1) -> Add Health Metric

Add Health Metric

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

Note: all fields are required

Name:
Type: DALY A
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.

0 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 (Aflatoxin B1) -» Compute DALY (Liver Cancer)
Compute DALY

Use the Add button to add new health endpoints. Each endpoint must have a duration value in either years
(Y) or days (D), a severity 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 DALY measure,

MNote: all fields are required

Health Endpoint Duration Unit Severity DALY Fraction Weighted  Actions
of Cases DALY
YT | Add |
A
Totals: 0.000000 0.00
(<1)

| Save || Save and Close || Close |

Quick Links: Aflatoxin B1 (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 (Aflatoxin B1) -> Compute DALY (Liver Cancer (computed))

Compute DALY

Use the Add button to add new health endpoints. Each endpeint must have a duration value in either years
(Y¥) or days (D), a severity 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 DALY measure.

Note: all fields are required

Health Endpoint Duration Unit Severity DALY Fraction Weighted Actions
of Cases DALY
Morbidity fatal Liver 146 Dr 0.56 0.22400 0.95 0.21280 | Delete
Cancer P
Morbidity:Non-fatal Liver 151 Yr 02 3.0200 0.05 0.15100 | Delete |
Cancer >
Mortality:Fatal Liver 20 Yor 1 20.000 0.95 19.000 | Delete |
Cancer P
Y | Add |
o
Totals: 1.950000 19.4
(>1)

_Save || Save and Close | | Close |

Quick Links: Aflatoxin B1 (H) | Liver Cancer {computed) (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.

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.

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.

7 Inthe Type drop-down list, select Cost per lliness.

8 Click Add.
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9 On the Edit Health Metric page, click Compute from Health Endpoints. The Compute Cost Per lliness page
opens.

Home -= My Primary Repository - Hazards -» Hazard (Aflatoxin B1) -= Compute Cost Per Illness (Liver Cancer (COI})

Compute Cost Per Illness

Use the Add button to add new health endpoints. Each endpeoint 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.

Note: all fields are required

Health Endpoint Cost Fraction Weighted Actions
of Cases Cost
[ Add |
A
Totals: 0.000000 0.00
(<1)

| Save || Save and Close || Close |

Quick Links: Aflatoxin B1 (H) | Liver Cancer (COI) (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 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

14

of illness.

Home -> My Primary Repository -> Hazards ->» Hazard (Aflatoxin B1) -> Compute Cost Per Iliness (Liver Cancer (COI, computed))

Note: all fields are required

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 iliness measure.

| Save | | Save and Close | | Close |

Health Endpoint Cost Fraction Weighted Actions
of Cases Cost

Fatal Liver Cancer 71400 0.90 64260 | Delete
A

Monfatal Liver Cancer 99750 0.1 9975.0 | Delete |
)
A

Totals: 1.000000 74200

Quick Links: Aflatoxin B1 (H) | Liver Cancer {COL, computed) (HM)

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.

Adding a Health Metric; Computed Value, QALY Loss

1
2

w

0 N o U 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 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.

FDA-iRISK® 4.0 User Guide

37 September 2016



Chapter 2: Hazards, Dose Response Models, Health Metrics, and Predictive Models

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

Home - Risk Models (My Primary Repository) -» Hazards -> Hazard (Aflatoxin B1] -» Compute QALY (Liver Cancer (DALY Loss))
Compute QALY Loss

Use the Add button to add new health endpoeints. Each endpoint must have a duration value in either years
(Y) 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.

Note: all fields are required

Health Endpoint Duration Unit  Utility QALY Fraction Weighted Actions
Loss Loss of Cases QALY Loss
Y Add
4
Totals: 0.000000 0.00
(=<1)

Save || Save and Close | | Close

Quick Links: aflatoxin B1 (H) | Liver Cancer (QALY Loss) (HM)

10 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.

11 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).

12 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.

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 QALY Loss values for the individual endpoints represents the average QALY
Loss per case of illness.

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.

« 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 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 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 || Name and Type | Dose Response (1) || Metrics (6] || Process Models (1) || Scenarios (2) || Notes (0)

Add Health Metric

Name Type Value Actions

Liver Cancer DALY 20 Edit Copy Delete
Liver Cancer (COI) Cost per Illness 7009/ Edit Copy Delete
Liver Cancer (COI, computed) Cost per Illness 694'00 Edit Copy Delete
Liver Cancer {(computed) DALY 19.4 Edit Copy Delete
Liver Cancer {QALY Loss) QALY Loss 0 Edit Copy Delete
Liver Cancer Imported DALY 19.4 Edit Copy Delete

u: 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.

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 | Name and Type §| Dose Response (1) N Metrics (8) | Process Models (1) § Scenarios (2) i Motes (0)

Add Health Meftric

Name Type Value Actions
Liver Cancer DALY 20 Edit Copy Delete
Liver Cancer (COI) Cost per Illness 70000 Edit C Celete

Liver Cancer (COI, computed) Cost per Illness 59400 Edit Copy Delete

Liver Cancer {computed) DALY 19.4 Edit Copy Delete
Liver Cancer (QALY Loss) QALY Loss 0 dit Copy Delete
Liver Cancer Imported DALY 19.4 dit Copy Delete

u: Uncertainty distribution defined for this parameter

Quick Links: Hazards

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 144. Once the elements are deleted, navigate back to this page and click Delete.

Home -> Risk Models (My Sample Models Imported) -»> Hazards -» Aflatoxin B1 -> Delete Health Metric (Liver Cancer)

Delete Health Metric

Please correct the following:

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

Deleting the health metric Liver Cancer will also delete the following:

Risk Scenarios Notes
Aflatoxin B1 in Tortilla None specified
Chips

[ cancel |

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 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 from which you want to copy a
health metric.

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

5 Click the Copy link to the right of the health metric that you want to copy.

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 || Name and Type | Dose Response (1) || Metrics (6] || Process Models (1) || Scenarios (2) || Notes (0)

Add Health Metric

Name Type Value Actions
Liver Cancer DALY 20 Edit Copy Delete
Liver Cancer (COI) Cost per Illness 70000 Copy Delete

Liver Cancer (COI, computed) Cost per Illness 59400 Edit Copy Delete

Liver Cancer {(computed) DALY 19.4 Edit Copy Delete
Liver Cancer {QALY Loss) QALY Loss 0 Edit Copy Delete
Liver Cancer Imported DALY 19.4 Edit Copy Delete

u: Uncertainty distribution defined for this parameter

Quick Links: Hazards

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

7 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 Models (My Primary Repository) -= Hazards -= Hazard (Aflatoxin B1) -> Copy Health Metric (Liver Cancer) - Instructions
Tab

Copy Health Metric

Instructicns | Name and Parameters || Notes (0)

Use this feature to make a copy of the selected health metric for the same hazard.

Use the checkboxes to include or exclude specific elements from being copied with the health 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:
Notes: &

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

Copy || Cancel

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
2

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
health metric.

On the Hazard page, click the Metrics tab.
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5 Click the Import link to the right of the health metric that you want to import.

Home - Risk Models (irisk@foodrisk.org: Primary Repository) -»> Hazards -» Hazard (Aflatoxin B1) -> Metrics Tab

View Hazard

Instructions || Name and Type | Dose Response (1) || Metrics (1) || Process Models (1) || Scenarios (1) || Notes (0)

Name Type Value Actions

View Imgort\

Liver Cancer DALY 19.4

Quick Links: Hazards

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.

Home - Risk Models (irisk@foodrisk.org: Primary Repository) -> Hazards -> Hazard (Aflatoxin B1) - Import Health Metric (Liver Cancer)
-= Instructions Tab

Import Health Metric

Instructicns || Name and Parameters || Motes (0)

A health metric must be linked to a hazard when imported. Please select 3 hazard from your models or use the
option to import the hazard with the health metric.

If importing the hazard as well, only this health metric will be imported. Other health metrics and all dose
response models for the hazard will not be imported.

Importing a health metric will also import its health endpoints and notes.

Mote: to link this health metric to 3 hazard from your models, the hazard type must be Chemical.

Select model: | My Primary Repository =
Link to my hazard: ® |Aflatoxin B1 |
Import hazard with health metric

(import | [Cancel |

8 In the Select model 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:

+ Tolink 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 22.

10 Click Import. The page reloads and a View Imported Dose Response link displays.
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11 Do one of the following:

+ To edit the imported health metric, click the View Imported Dose Response link.
« To return 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.

FDA-iRISK® 4.0 User Guide 44 September 2016



Chapter 2: Hazards, Dose Response Models, Health Metrics, and Predictive Models

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

Models

v

Name and
Type

Hazards >

Dose Response
Models

Health
Metrics

Predictive Name and
Models* Parameters

Process )

Risk Name and
Models E >
Scenarios Parameters

Risk
Scenarios . Population
Qhes Groups

Notes

Notes

*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 16.

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 Repository) -» Hazards -:» Hazard (Salmonella) -> 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

Note: all fields are required

Name:
Type: |Inactivation: Primary Model v

Add || Cancel

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.)

9 Enter the appropriate values.

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.

Editing a Predictive 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 to which you want to add a
predictive model.

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

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

Home -= Risk Models (Myv Primary Repository) -= Hazards ->,Edit Hazard (Cronobacter sakazakii) -= Predictive Models Tab

Edit Hazard

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

Instructions | Name and Type || Dose Response (1) | Metrics (1) || Fredictive (2) || Process Models (1) || Scenarios (1) || Notes (0)

Add Predictive Model

Model Type Actions

Growth: Square Root Biokinetic Model Growth (Secondary Model): Square Root Biokinetic Edit Copy Delete

i
_Lag: Square Root Model Lag (Secondary Model): Square Root / Edit Copy Delete

Quick Links: Hazards
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6 On the Edit Predictive Model page, edit the fields as required.

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 Predictive 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.

w

predictive model.

N

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.

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

Home -= Risk Models (Myv Primary Repository) -= Hazards ->,Edit Hazard (Cronobacter sakazakii) -= Predictive Models Tab

Edit Hazard

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

Add Predictive Model

Instructions | Name and Type || Dose Response (1) | Metrics (1) || Fredictive (2) || Process Models (1) || Scenarios (1) || Notes (0)

Model Type Actions

_Lag: Square Root Model Lag (Secondary Model): Square Root Edit C

%

Quick Links: Hazards

Growth: Square Root Biokinetic Model Growth (Secondary Model): Square Root Biokinetic Edit Copy Delete

Delete

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

+ If there are no risk scenarios defined using the predictive model, click Delete.
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« 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 144. Once the elements are deleted, navigate back to this page and click Delete.

Home -= Risk Models (My Primary Repository) -> Hazards -> Cronobacter sakazakii -> Delete -=
Predictive Model (Growth: Square Root Biokinetic Model)

Delete Predictive Model

Please correct the following:

Unable to delete predictive model unless the related process models and risk scenarios are deleted first.

Deleting the predictive model Growth: Square Root Biokinetic Model will also delete the following:

Process Models Risk Scenarios Notes
C Sakazakii in PIF C. sakazakii in PIF ‘ None specified
Cancel

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

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.

Home -= Risk Models (My Primary Repository) -= Hazards -= Edit Hazard (Croncbacter sakazakii) -= Predictive Models Tab

Edit Hazard

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

Instructions || Name and Type || Dose Response (1) || Metrics (1) [ Predictive (2) || Process Madels (1) || Scenarios (1) | Notes (0)

Add Predictive Model
Model Type Actions

Growth: Square Root Biokinetic Model Growth (Secondary Model): Square Root Biokinetic Edit Copy Delete

Lag: Square Root Model Lag (Secondary Model): Square Root

Quick Links: Hazards

6 On the Copy Predictive Model page, switch between the tabs and review all element definitions associated

with the predictive model.
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7 Click the Name and Parameters tab to enter a new name. By default, the copied model will have the name

<predictive_model_name> Copy.

8 C(lick the Instructions tab.

Home -= Risk Models (My Primary Repository) -> Hazards -> Hazard (Croncbacter sakazakii) -»
-= Edit Predictive Model (Growth: Square Root Biokinetic Model) -= Lnstructions lab

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

Instructions  Name and Parameters 8 Notes (0)

Use this feature to make a copy of the selected predictive model for the same hazard.
Use the checkbox to include or exclude notes 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 model.

Copy Options:
Motes:

After creating the copy:

Open the edit page for the copy @
Return to the list of predictive models O

Copy Cancel

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.

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 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
predictive mode.

4 On the Hazard page, click the Predictive tab.

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

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

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

9 Choose the hazard to link the predictive model to. Do one of the following:

+ 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.

« Toimport the hazard with the predictive model, select the Import hazard with predictive model option.
If importing 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.

FDA-iRISK® 4.0 User Guide 50 September 2016



CHAPTER 3

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.

Risk Models | Reports §| Repositories

Home - Risk Models {My Primary Repository} -> 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, you will be able to add consumption models.

Nete: all fields are required

Name: _
Measured using:|[Mass
| Add | | Cancel |

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.

Edit Food

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

Mote: All fields are required

MName: Peanut Butter

Quantity Measured In: Mass

| save | | Save and Close | | Close
]
Last Modified:

Quick Links: Foods

Home -» Risk Models (My Primary Repository) - Foods -» Edit Food (Peanut Butter) - Name and Type Tab

Instructions | Mame and Type || Consumption Models (0) | Process Models (0) | Scenarios (0) || Notes (0)

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

Select Repository: |My Primary Repository

Home -= Risk Models (My Primary Repository) -=> Foods Tab
Risk Models

v || Show Models | | Copy/dmpaort |

Instructions | Hazards (4) §| Foods (4) | Diets (0) §| Process Models (4) B Risk Scenarios (6) }| Notes

Foods

Select a food from the list below to edit or delete, or add a new food.
Consumption models are defined as part of the food.

Add Food
Food Units Actions
Frozen Pizza Mass Edit Copy Delete
Peanut Butter Mass > Edit Copy Delete

-

Soft Ripened Cheese Mass Edit Copy Delete

Tortilla Chips Mass Edit Copy Delete

m (=] 1 [®][m Display Records: | 250 * || Update

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.
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3 Click the Foods tab, and then click the Delete link to the right of the food that you want to delete.

Home -= Risk Models (My Primary Repository) -=> Foods Tab
Risk Models

Select Repository: |My Primary Repository v || Show Models || Copylmport |

Instructions | Hazards (4) §| Foods (4) | Diets (0) §| Process Models (4) B Risk Scenarios (6) }| Notes

Foods

Select a food from the list below to edit or delete, or add a new food.
Consumption models are defined as part of the food.

Add Food
Food Units Actions
Frozen Pizza Mass Edit Copy Delete
Peanut Butter Mass Edit Copy Delete
Soft Ripened Cheese Mass MM
Tortilla Chips Mass Edit Copy Delete
m (=] 1 [®][m Display Records: | 250 * || Update

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 101
and "Deleting a Risk Scenario" on page 144. Once the elements are deleted, navigate back to this page and
click Delete.

Home -= Risk Models (My Primary Repository) -= Foods -= Delete Food (Frozen Pizza)

Delete Food

Please correct the following:
Unable to delete food unless the related process models and risk scenarios are deleted first.

Deleting the food Frozen Pizza will also delete the following:

Consumption Models Process Models Risk Scenarios Notes
Frozen Pizza Consumption Ammaonia in Frozen Pizza Ammonia in Frozen Pizza None specified
by Children in Children
_Cancel_
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 Click the Risk Models tab on the main tab bar.
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2 Inthe Select Repository drop-down list, select a repository and click Show Models.

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

Home - Risk Models (My Primary Repository) -= Foods Tab
Risk Models

Select Repository: |My Primary Repositary v || Show Models || Copy/import |

Instructions || Hazards (4) || Foods (4) || Diets (0) || Process Models (4) || Risk Scenarios (6) || Notes

Foods

Select a food from the list below to edit or delete, or add a new food.
Consumption models are defined as part of the food.

Add Food
Food Units Actions
Frozen Pizza Mass Edit Copy Delete
Peanut Butter Mass Edit Copy Delete
Soft Ripened Cheese Mass Edit Copy Delete
Tortilla Chips Mass Edit Copy Delete
[ [=] 1 (=] [m] Display Records: [250 * || Update

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

5 Click the Name and Type tab to enter a new name. By default, the copied food will have the name
<food_name> Copy.

6 Click the Instructions tab.

Home - Risk Models (My Primary Repository) -= Foods -» Copy Food (Frozen Pizza) -= Instructions Tab

Copy Food

Instructions || Name and Type Cmmnptlunhodds{l) Pmomsundds(l) Notlﬁ[ﬂ)

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.

Use the tabs to change the food name used for the copy and to review the data currently associated with the food.
If process models are included, they will remain linked to the same hazard.

Include with copy:
Consumption Models: ¥
Process Models:

Motes (for all copied items): ¥

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

_Copy Cancel
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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 103.

The imported food will have the name: <food_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 Import link to the right of the food that you want to import.

Home - Risk Models (Sample Models) -= Foods Tab

Risk Models

Select Repository: |sample Models v || Show Models | | Copylmport |

Instructions || Hazards (3) || Foods (&) || Diets (0) | Process Models (6) || Risk Scenarios (7) | Notes

Foods

Select a food from the list below to view.

Food Units Actions

Apple Juice Mass View Import
Cantaloupe Mass View Import
Frozen Pizza Mass View Import \
Peanut Butter Mass View Import

Soft Ripened Cheese Mass View Import
Tortilla Chips Mass View Import
LRI Display Records: | 250 v || Update

4 Onthe Import Food page, switch between the tabs and review all element definitions associated with the
food.

FDA-iRISK® 4.0 User Guide 56 September 2016



Chapter 3: Foods, Consumption Models, and Population Groups

5 Click the Instructions tab.

Home -> Risk Models (irisk@foodrisk.org: Primary Repositery] -> Foods -» Import Food (Frozen Pizza) -> Instructions Tab

Import Food

Instructicns § Mame and Type § Consumption Models (1) § Notes (0)

Importing a food will also import its consumption model and notes.

Select model: | My Frimary Repository »

| Impart | | Cancel

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

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

i Name and
Type
Consumption Name and
Models Parameters
Process Population Name and
Models Groups Parameters
Risk Name and
Risk Risk Name and Scenarios Parameters
Scenarios Scenarios Parameters
\. Population
3 Notes
Notes Notes Population Groups
Groups
Notes
Notes

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, immuno-
deficient adults over 18). 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 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

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. The list of consumption models for the food
displays.
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5 Click the Add Consumption Model link. The Add Consumption Model page opens.

Home -> Risk Models (My Primary Repository) -> Foods -> Food (Peanut Butter] -> Add Consumption Model

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.

Note: all fields are required

Name:
Exposure Type: Acute M
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 69

» 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.

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

In the Exposure Type drop-down list, select Chronic.
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8

9

10

Click Add. The Edit Chronic Consumption Model page opens.

Home -= Risk Models (My Primary Repository) -= Foods -= Food (Tortilla Chips) - Edit Chronic Consumption Model (Tortilla Chip
Consumption) -=> Mame and Parameters 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)

Mote: All fields are required

Model Name: Tortilla Chip Consumption
Exposure Type: Chronic
Annual Consumers: [25E6

Uncertainty: Add

| Save || Save and Close || Close |
Last Modified: 25-5ep-2014 09:27:18

Quick Links: Tortilla Chips (F)

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.

Do one of the following:

+ Tosave 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 69.

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

In the Exposure Type drop-down list, select Chronic - Multifood.
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8 Click Add. The Edit Chronic Multifood Consumption Model page opens.

Edit Chronic Multifood Consumption Model

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

Instructions || Name and Parameters || Life Stages (8) § Scenarios (2) || Motes (1)
Note: All fields are required

Model Name: Canned Tuna Consumption {NHANES)
Exposure Type: Chronic

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

| save ] Save and Close ]! Close |
Last Modified: 18-Mar-2016 11:58:12

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:

« Tosave 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 69.

» 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
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 for which you want to edit a
consumption model.

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 Repository) -> 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 || Consumpticn Models (21 || Process Models (1) || Scenarios (2) | Motes (0)

Add Consumption Model

Population Groups

Model Exposure Type Multifood /Life Stages Actions
Tortilla Chip Consumption Chronic 5 Edit Copy Delete
Tortilla Chip Consumption Chronic * 1 / Edit Copy Delete
- Multifood

Quick Links: Foods

6 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 76.

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 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 delete a

consumption model.

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

Home -> Risk Models (My Primary Repository) -> 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 || Consumpticn Models (21 || Process Models (1) || Scenarios (2) | Motes (0)

Add Consumption Model

Population Groups

Model Exposure Type Multifood /Life Stages Actions
Tortilla Chip Consumption Chronic 5 Edit Copy Delete
Tortilla Chip Consumption Chronic * 1 Edit gﬁ Celete
- Multifood

Quick Links: Foods

6 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"
on page 144 and "Deleting a Process Model" on page 101. Once the risk scenarios are deleted, navigate back
to this page and click Delete.

Home -» Risk Models (My Primary Repository) -= Foods -» Tortilla Chips -= Delete Consumption Model (Tortilla Chip Consumption)

Delete Consumption Model
Please correct the following:

Unable to delete consumption model unless the related risk scenarios are deleted first.

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

Population Groups

/Life Stages Risk Scenarios Notes
Adults aged 20 years and Aflatoxin B1 in Tortilla Nane specified
over Chips

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

Children aged 11 to 15

Children aged & to 10

You aged 16 to 20 years

“Cancel

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.
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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.

Home -> Risk Models (My Primary Repository) -> 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 || Consumpticn Models (21 || Process Models (1) || Scenarios (2) | Motes (0)

Add Consumption Model

Population Groups

Model Exposure Type Multifood /Life Stages Actions
Tortilla Chip Consumption Chronic 5 Edit Copy Delete
Tortilla Chip Consumption Chronic * 1 ;JCopx Celete
- Multifood

Quick Links: Foods

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 Repository) -= Foods -= Food (Tortilla Chips) - Copy Consumption Model (Tortilla Chip Consumption) -=
Instructions Tab

Copy Consumption Model

Instructicns || Mame and Parameters || Life Stages (5) | Notes (0)

Use this feature to make a copy of the selected model.
Use the checkboxes 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
model.

Include with copy:
Life Stages: #
Motes: &

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

Copy ‘Cancel

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.

FDA-iRISK® 4.0 User Guide 65 September 2016



Chapter 3: Foods, Consumption Models, and Population Groups

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.

Library Consumption Mode

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

Instrucktions § Consumption Model Library

Home - Risk Models (My New Repository) -» Foods -= Food (Cantaloupe) - Consumption Model Library -> Consumption Model Library Tab

Population Groups

6 Do one of the following:

ANE

Food Exposure Type Model Multifood /Life Stages Actions

Apples (AP) Chronic Apple consumption (8 life * 8 View Import
stages, NHANES)

Bananas (BN) Chronic Banana Consumption * 8 View Import
Multifood Imported

Blueberries Chronic Blue berries-Multifood * 8 View Import
Imported

Broccoli (BR) Chronic Broccoli- Multifood * 8 View Import
Imported

Carrots (CR) Chronic Carrot consumption 8 life * 2 View Import

« 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.)

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

Home - Risk Models (Sample Models) -= Foods Tab

Risk Models

Select Repository: |sample Models

v || Show Models | | Copylmport |

Instructions | Hazards (5) || Foods (6) | Diets (0) || Process Models (8) || Risk Scenarios (7) || Motes

Foods

Select a food from the list below to view.

Food Units Actions

Apple Juice Mass View Import
Cantaloupe Mass View Import
Frozen Pizza Mass View Import
Peanut Butter Mass . View Import
Soft Ripened Cheese Mass - View Import
Tortilla Chips Mass View Import

[k [=] 1 [2] [m]

Display Records: | 250 v || Update

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.

View Food

Instructions |§ Name and Type §§ Consumption Models (1)

Home -= Risk Models (irisk@foodrisk.org: Primary Repository) -= Foods -» Food (Peanut Butter) -= Consumption Models Tab

Process Medels (1) || Scenarios (2) [| Notes (0)

Population Groups

Consumption

Model Exposure Type Multifood T —— Actions
Peanut Butter Annual Acute 1 View Import

Quick Links: Foods

-

6 On the Import Consumption Model page, switch between the tabs and review all element definitions

associated with the consumption model.
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7 Click the Instructions tab.

Home - Risk Models (irisk@foodrisk.org: Primary Repository) -= Foods - Food (Peanut Butter) -= Import Consumption Model (Peanut
Butter Annual Consumption) -» Instructions Tab

Import Consumption Model

Instructions || Mame and Parameters | Population Groups (1) | Notes (0)

A consumption model must be linked to a food when imported. Please select a food from your models or use the
option to import the food with consumption model.

If importing the food as well, only this consumption model will be imported with it.
Importing a consumption model will also import its consumption population groups and notes.
Mote: to link this consumption model to a food from your models, the food unit must be Mass.

Select model: | My Primary Repository »
Link to my food: ® |Frozen Pizza v
Import food with consumption model

| Import | | Cancel

8 In the Select model drop-down list, select a model repository in which to import the consumption model.

9 Choose the food to link the consumption model to. Do one of the following:

+ Tolink 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.

«  To import 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.
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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 Repository) -= Foods -» Consumption Model (Peanut Butter by General Population) - Add Population Group

Add Population Group

Enter a population group name and click "Add".

MNote: all fields are required

Population Group Name: |General Population|
| Add || Cancel |

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.

9

10

11

Home - Risk Models (My Primary Repository) - Foods - Food (Peanut Butter) - Consumption Model (Peanut Butter by Genersl

Fopulstion) - Edit Population Group and Consumption (General Population) -> Mame and Parameters Tab
Edit Population Group and Consumption

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

Instructions @ Name and Parameters [ Scenarios (0) | Motes (0}

Mote: All fields are required
Mame: |General Population
Parameter Value Uncertainty
Eating occasions per year: | |0 add

Amount per eating occasion:
Parameter Value Uncertainty
Unit: ¢ MN/A
Variability Distribution: | [Fied Valus v M/A
Value: 0 Add

Chart is not displayed when the distribution is set to Fixed Value

Body Weight (kg):

Parameter Value Uncertainty
Variability Distribution: | [Fied Value r M/A
Value: ] Add

Chart is not displayed when the distribution is set to Fixed Value

Spearman (Rank) Correlation:

Parameter

Value

Correlation Option:

Mo Comelation

Caorrelation Coefficient:

0

| Save || Save and Close | |

Last Modified .

=
| Close

Quick Links: Peanut Butter (F) | Pesnut Butter by General Populstion [CM)

Do one of the following:

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

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.

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.

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 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.

Adding a Life Stage, Chronic Exposure

1
2
3

7

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 life stages 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.

Home - Risk Models {My Primary Repository) -> Foods -» Consumption Model (Tortilla Chip Consumption) -» Add Life Stage

Add Life Stage

Enter a life stage name and click "Add".

Note: all fields are required

Life Stage Name:
Add || Cancel

In the 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.

Hog - Bk Modets (My Primary Bepogitore) - Foleds - Foped (Tortila Chies] - Consumption Hodl (Teilla Chip Consumption] - Edit
U SEage and Corsumpkicn (Childrén 3g6d 180 5 ydars) - Name 36d Parameters Tab

Edit Life Stage and Consumption

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

Instructions | Hame ard Parsmnetens

Haobe: all fields are required

Hame: Chiklen aped 110 5 years

Span in years: 5§

Average Daily Consumption:

Farameter Walue Uncertainty
Uriks: g v| parday - M
wariability Distribution: | [Fued Vakee - MiA

valus: 6 fgdd

Chart is not displayed when the distribution i5 $et 1o Fxed Valuwe

Rody Welght (kg):

Body waight is not requingd wiben pér kg-day is selected for the corsumplion units,

Faraniaier Walus Uncertainty

warlabllity Distribution: || Unierm " [H Y
Minirmam: o] Agdd
Mawinium: 30 add

The chart belaw displays the probabllity density funstion [PDF) and cumulative
distribation functicn [(CDF) or probability histogram Fer body weight based n
the parameters above, Please note that the left vertical axis measures
probability density and should not be interpreted as messwring probability.
walues for probability density are not restricted to the interval (0,1}, The chart
Is only updated If the page |5 saved or the Refresh Chart button is clicked.

Probatalig Density and Cumilative 0 st bution

(1%
+08
il 4
<108
L& R
& %
[ o
w04
-5}
a1 0.2
g . P S S S S [
WO W OW W MW @ N M W
Vakak
—&oF POF
Ruliesh Charl

Spearman [Rank} Correlabion:

Paraniatar Valua
Carralation Option: No Correlabon v
Corralation Cosfficient: | 0
Gave | | Gan and Close || Close
Lot Mocified
Quiick Links: Tortily Ches (F) | Tnrtils Chip Conggepban (CH1

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 Models (My Primary Repository) -> Foods - Food (Tortilla Chips) - Edit Chronic Consumption Model (Tortilla Chip
Consumption) -3 Life Stages Tab

Edit Chronic Consumption Model

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

Instructions || Name and Parameters || Life Stages (5] || Scenarios (2] || Notes (0)
Add Life Stage
= Span 2 = =
Life Stage (Years) Consumption Body Weight Actions
Adults aged 20 years and 57 Fixed Value (Value: 15) Mormal {Mean: 80, Edit Copy Delete
over g/day Standard deviation: 18)
Kg
Children aged 1 to 5 years 5 Fixed Value (Value: &) Uniform (Minimum: 10, Edit Copy Delete
g/day Maximum: 30) Kg
Children aged 11 to 15 5 Fixed Value (Value: 13) Uniform (Minimum: 30, Edit Copy Delete
g/day Maximum: 70) Kg
Children aged & to 10 5 Fixed Value (Value: 9) Uniform (Minimum: 20, Edit Copy Delete
g/day Maximum: 60) Kg
Youth aged 16 to 20 years 5 Fixed Value (Value: 18) Uniform (Minimum: &0, Edit Copy Delete
g/day Maximum: 90) Kg

Total Span in Years: 77

u: Uncertainty distribution defined for this parameter

Quick Links: Tortilla Chips (F)

Adding a Life Stage, 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 for which you want to add a life stage to
the 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.

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

7 Inthe 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.

Morne -» Eisk Models (My Brimary Bepository] -» Boods -> Food (Tortily Chips) - © C (Fouti
Pultifasd) - Edit Multifood Life Stege and Comsumplion (Males 18-51 yesrs)-> Name and Parameters Tab
Edit Multifood Life Stage and Consumption

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

Hame and Paramaters.

Mote: all fields are required

MarmE:  Bahes 1581 pears
Age and Cender (end age most be greater than sbart age):
GanidEr Start: Year Month End: Year Month
Malg - 18 1] 51 11
Average Daily Consumplion:
Uniks: g+ | per kg-day
Distribution: Empirical jeulic) +  [mport

The cumulative empirical distribution (cubic or
lingar) is used to enter a distribution uging

cumulative probabllity/value pairs. Erier a3 Tabie -

It may ba entered as a table [default) orin a thlir-, LUETITE Actions
bexkbax, B g : SEre
wihen entered ¥ a table, insert, delete or sdd 0 o

rows 3% required. When enteéred in 3 textbon, : losert Calaie
each palr must be on a separate line and the 08 ] [nggrt Dalgte
fermat must be “cumulative prabability, valua”

(&9 Q.1 =2} BI5 3 Insert Delete
Cumulative probabilities chould be expressed ! e Lol Lelete
3% a number between 0 and L. The first row Humber of Rows to Add: 10 | | Add |

must have a cumulative probabllity of O
(minimurm of the distribution). The last row
musk have a sumulative prabability of 1
[rmaximwm of the @Estribwtion].

Bach curnulative probability gives the
probability the outcome will be less than or
equal to the correspanding walue.

Cumulativa probabilities must ba incraasing
and unique. Values must also be increasing
but duplicates values are allowed.

The chart below displays the curmulative distribution function (COF) o
probability histogram far average daily comsumption based on the parameters
above. The chart is only updated if the page is saved or the Refresh Chart
Buktan 15 clicked,

st [stribution
e 1
+ 08
+a4
-]
o
1oa
b2
b ]
€ &3 1 13 2 25 ) 2F 4 43
Wb
— COF

Mote, only the COF is displayed for Comulative Empirical distributions.

Rufrash Cha

_Save | | Save ard Clows | | Closs |
Lapt Modfied: 3-Sap-3004 16:16:35

Quick Links: Tactills Chigs (F) | Toctills Chig Consuratien - Hultifood (0H)
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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 gender and age range. Gender 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 a
year 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-IiRISK 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 Gender enter values for Gender, 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 Repository) -= Foods -=> Food (Tortilla Chips} - Edit Chronic Consumption Model (Tortilla Chip
Consumption) - Life Stages Tab

Edit Chronic Consumption Model

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

I Instructions I Mame and Parameters I Life Stages (5) I Scenarios (2) I Notes (0) _

Add Life Stage

G Span : i i
Life Stage (Years) Consumption Body Weight Actions
Adults aged 20 years and 57 Fixed Value (Value: 15) Mormal (Mean: 80, dit Copy Delete
over g/day Standard deviation: 16)
kg

Children aged 1 to 5 years 5 Fixed Value (Value: &) Uniform (Minimum: 10, Edit Copy Delete

g/day Maximum: 30) Kg .

Children aged 11 to 15 5 Fixed Value {Value: 13) Uniform (Minimum: 30, Edit Copy Delete
g/day Maximum: 70) Kg

Children aged & to 10 5 Fixed Value (Value: 9) Uniform (Minimum: 20, Edit Copy Delete
g/day Maximum: 60) Kg

Youth aged 16 to 20 years 5 Fixed Value (Value: 18) Uniform (Minimum: 60, Edit Copy Delete

g/day Maximum: 90) 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, 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, gender,
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 61.)

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.

Home -> Risk Models (My Primary Repository) -= Foods -=> Food (Tortilla Chips} - Edit Chronic Consumption Model (Tortilla Chip
Consumption) - Life Stages Tab

Edit Chronic Consumption Model

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

I Instructions I Mame and Parameters I Life Stages (5) I Scenarios (2) I Notes (0) _

Add Life Stage

Span

Qui

Life Stage (Years) Consumption Body Weight Actions

Adults aged 20 years and 57 Fixed Value (Value: 15) Mormal (Mean: 80, Edit Copy Delete

over g/day Standard deviation: 16)

kg

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

Children aged 11 to 15 5 Fixed Value {Value: 13) Uniform (Minimum: 30, Copy Delete
g/day Maximum: 70) Kg

Children aged & to 10 5 Fixed Value (Value: 9) Uniform (Minimum: 20, Copy Delete
g/day Maximum: 60) Kg

Youth aged 16 to 20 years 5 Fixed Value (Value: 18) Uniform (Minimum: 60, Copy Delete
g/day Maximum: 90) Kg

Total Span in Years: 77

u: Uncertainty distribution defined for this parameter

ck Links: Tortilla Chips (F)

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
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will not display until the risk scenarios have been deleted.) For more information, see "Deleting a Risk
Scenario" on page 144. Once the elements are deleted, navigate back to this page and click Delete.

Home -= Risk Models (My Primary Repository) - Foods - Food (Tortilla Chips) -= Consumption Medel (Tertilla Chip Consumption) -=
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 aged 11 to 15 will also delete the following:

Risk Scenarios Notes
Aflatoxin B1 in Tortilla Naone specified
Chips

Aflatoxin B1 in Tortilla
Chips (Exposure Only)

L 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
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 for which you want to copy a
population group / life stage.

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 for which you want to copy a population group / life
stage.
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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.

Consumption) - Life Stages Tab

Add Life Stage

Edit Chronic Consumption Model

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

I Instructions I Mame and Parameters I Life Stages (5) I Scenarios (2) I Notes (0) _

Home -> Risk Models (My Primary Repository) -= Foods -= Food (Tortilla Chips) -= Edit Chronic Consumption Model (Tortilla Chip

Span

Life Stage (Years) Consumption Body Weight Actions

Adults aged 20 years and 57 Fixed Value (Value: 15) Mormal (Mean: 80, Delete

over g/day Standard deviation: 16)

kg

Children aged 1 to 5 years 5 Fixed Value (Value: &) Uniform (Minimum: 10, Lelete
g/day Maximum: 30) Kg w

Children aged 11 to 15 5 Fixed Value {Value: 13) Uniform (Minimum: 30, Celete
g/day Maximum: 70) Kg

Children aged & to 10 5 Fixed Value (Value: 9) Uniform (Minimum: 20, Celete
g/day Maximum: 60) Kg

Youth aged 16 to 20 years 5 Fixed Value (Value: 18) Uniform (Minimum: 60, Lelete
g/day Maximum: 90) Kg

Total Span in Years: 77

Quick Links: Tortilla Chips (F)

u: Uncertainty distribution defined for this parameter

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.
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9 Click the Instructions tab.

Home -= Risk Models (My Primary Repository) -= Foods -= Food (Tortilla Chips) -= Consumption Model (Tortilla Chip Consumption) -= Copy
Life Stage and Consumption (Children aged 1 to 5 years) -=

Copy Life Stage and Consumption

Instructions || Name and Parameters [ Notes (o)

Use this feature to make a 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:
Notes: #

After creating the copy:
Cpen the edit page for the copy @
Return to the list of life stages ©

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 65.
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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.

Risk Models | Reports | Repositories

Home - Risk Models (My Primary Repository) ->> Diets -> Add Diet
Add Diet

Enter a diet name and click "Add", Once the diet is created, you will be able to add shifts.

Note: all fields are required

Name:|
LAdd || Cancel |

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 Repository) -» Diets -= Edit Diet (Diet 1) -= Name and Parameters Tab
Edit Diet

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

I Instructions I Mame and Parameters I Motes (D) -

MNote: All fields are required

Mame: Diet1

Add food to diet:| Peanut Butter v || Add

Food Baseline Add a Shift

| Save | | Save and Close | | Close |

Last Modified: 28-Sep-2016 18:03:42

Quick Links: piets

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.
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 Parameters Tab
Edit Diet

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

I Instructions I Mame and Parameters I Motes (0) _

Mote: All fields are required

Mame: Diet1

Add food to diet: |Frozen Pizza » || Add

Food Baseline  [shif| ©  [Addashit]
Peanut Butter 1 1 (x]
Soft Ripened Cheese [ 1 ]

| Save || Save and Close | | Close |
Last Modified: 28-5ep-2016 18:03:42

Quick Links: piets

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.
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.

Home - Risk Models (My Primary Repository) -= Diets Tab
Risk Models

Select Repository: |My Primary Repository v | | Show Models

1
| Copy/import

Instructions | Hazards (4) § Foods (4) | Diets (1) | Process Models (4) l| Risk Scenarios (6) §| Notes

Diets

Select a diet from the list below to edit or delete, or add a new diet.
Shifts are defined as part of the diet.

Add Diet
Diet Actions

Diet 1 Edit Copy Delete

/[« 1 [»| ] Display Records: |250 v || Update

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

Home - Risk Models (My Primary Repository) -= Diets Tab
Risk Models

Select Repository: |My Primary Repository v | | Show Models
Copy/import

Instructions || Hazards (4) | Foods (4) || Diets (1) || Process Models (4) || Risk Scenarios (8) || Motes

Diets

Select a diet from the list below to edit or delete, or add a new diet.
Shifts are defined as part of the diet.

Add Diet
Diet Actions

Diet 1 Edit Copy Delete

#||=| 1 [»||#| Display Records: | 250 v || Update

4 Onthe 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 144. Once the risk scenarios are
deleted, navigate back to this page and click Delete.

Home - Risk Models (My New Repository] -> Diets -= Delete Diet (Fruits and Vegetables)
Delete Diet

Please correct the following:

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

Deleting the diet Fruits and Vegetables will also delete the following:

Diet Shifts Diet Food Risk Scenarios Notes
Healthy Grapes CHD DR Exposure None specified
X Assessment
Shift 1 Tomatoes
Cancel
. o
Copying 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.
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3 Click the Diets tab, and then click the Copy link to the right of the diet that you want to copy.

Home - Risk Models (My Primary Repository) -= Diets Tab
Risk Models

Select Repository: |My Primary Repository v | | Show Models
Copy/import

Instructions || Hazards (4) | Foods (4) || Diets (1) || Process Models (4) || Risk Scenarios (8) || Motes
Diets

Select a diet from the list below to edit or delete, or add a new diet.
Shifts are defined as part of the diet.

Add Diet

Diet Actions

Diet 1 Edit Copy Delete

[i] [«] 1 [»] ] Display Records: [250 v || Update

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

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

6 Click the Instructions tab.

Home - Risk Models (My Primary Repository] -» Diets -» Copy Diet (Diet 1) -= Instructions Tab
Copy Diet

Instructicns | Mame and Parameters || Notes (0)

Use this feature to make a copy of the selected 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: #
Motes (for all copied items): ¢

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

Copy | | Cancel

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:

Name and Initial

Name and
Parameters

Conditions
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Process

Stages
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Risk
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Notes
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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.

Home -= Risk Models (My Primary Repository) -= Process Models Tab
Risk Models

Select Repository: IiMy F"riman_a Repositary v || Show Models | [ Copy/import |

Instructions || Hazards (6) || Foods (11) | Process Models (7] | Risk Scenarios (9) | Notes

Process Models

Select 3 process model from the list below to edit or delete, or add a new process model.
To add a process model, the food and hazard under consideration must have already been defined.

Add Process Model

Filter by food: |All v | Filter by hazard: [All LA m
Process Model Stages Actions

Aflatoxin B1 in Tortilla Chips 0 Edit Copy Delete

Ammonia in Frozen Pizza 2 Edit Copy Delete

L. monocytogenes in soft ripened cheese 1 Edit Copy Delete

OTA in Oats 0 Edit Copy Delete

OTA in Raisins 0 Edit Copy Delete

OTA in Rice 0 Edit Copy Delete

Salmonella in Peanut Butter 2 Edit Copy Delete

u (=] 1 [®] ] Display Records: 25 v || Update |

« 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 proceeding.

Instructions || Name and Type || Consumption Models (1) | Process Models (1) || Scenarios (1) || Notes (0)

Add Process Model

Process Model Stages Actions
Ammonia in Frozen Pizza 2 Edit Copy Delete

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 Repository) - Hazards - Edit Hazard (Ammenia (refrigerant leak)) -= Process Models Tab
Edit Hazard

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

Instructions || Name and Type | Dose Response (1) || Metrics (1) || Process Models (1) || Scenarios (1) || Notes (3)

Add Process Model

Process Model Stages Actions
Ammonia in Frozen Pizza 2 Edit Copy Delete

Quick 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 90)

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 Process Model - Multiple Parameter Sets (Parallel Model)" on page 92)

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.
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Adding a Process Model - Single Set of Parameters

1 Navigate to the Process Models page. See "Navigating to Process Models" on page 88.

2 Click the Add Process Model link. The Add Process Model page opens.

Home -> Risk Models (My Primary Repository) -> Process Models -> Add Process 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.

Note: all fields are required

Name:
Hazard:|Ammonia (refrigerant leak) v |
Food: Frozen Fizza v

aady [geancely

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.
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6 Click Add. The Edit Process Model page opens.

Home - Risk Modets (My Frimary Repository) -= Frocess Models -= Edic Process Model (Ammaonla in Frozen Fizza) - Name and Initlal Conditlors Tab
Edit Process Model

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

Mame and Iritial Conditions

Mote: All fields are required
Model Mame: Ammonia in Frozen Pizza

Define Initial Conditions Using:

Single Set of Parameters =
Upstream Process Madel

Tetal Diet Study Data

Initial Contamination, Unit Size and Prevalence:

Farameter Value Uncertainty
Hazard: ammanla N/A
[refrigerant leak)

Food: Frozen Plzza N/

Tnitial Lnits are + H/&
Contaminated:

Tnitial Prowvalomnce: i) Sude

Selact Mass Units: 9 - HjA

Imitial Unil Mass:

Dristrilautiomn &
Parameter Value Uncertainty
Variability Distribation: || Fixed Vilue " H/&

Walue: L] Sude

Chart Is not displayed when the distribution s set to Flxed Value

Imitial Concentration:
Paramuler Waluae Unncerrtainly
Units; mg = |/ =||Updabe N/A
Variability Distribution; Fized Value v Ny A

value: 0 Add

Chart Is not displayed when the distributlon Is set to Fixed Value

Jave || Jave and Chosa _l::lm

L | B R i |
Lagt Mocifiad:

Quick Links: Frozen fizza (F) | Ammonia (refrigerant leak] (H)

7 Inthe Model Name input field, edit the process model name, if required.
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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.

12 For process models with a microbial hazard, enter the values for a maximum population density, if required.

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 105.

Adding a Process Model - Multiple Parameter Sets (Parallel Model)

To begin, you create the first (i.e. primary) process model parameter 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.
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In addition, you can select which parameter sets to include in a scenario and ranking reports.

1

2
3
4
5

10

11
12

13

Navigate to the Process Models page. See "Navigating to Process Models" on page 88.
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 Parameter Set input field, edit the process model name, if required.

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.

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.

Edit Process Model

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

tame and Iretial Condibions i Process Stages (0) | Downstream Models (0) § Scenarios (0) § Notes (0)

Note: All fields are required

Select Parameter SEL 0 saimonella in Sprouts, Supplier A Copy Copy | | Load Parameter Set
Edit: Salmonella in Sprouts, Suppher A

Parameter Set Name:

Copy to Néw Paramater Set

Delete Set
Is Pimary Set: No (MNote, the pnmary parameter set cannot be deleted)
Parameter Set Weight 1
(0-1):
Include in Ranking 7

Reports:

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.
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14

15

16
17

18
19
20
21

22

23

24
25

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 Model page opens.

Home - Risk Models (My New Repository) -> Process Models -» Process Model (C. botulinum in Garlic-Infused Qil) -> Add Process Stage

Add Process Stage

Enter a process stage name and click "Add".

Note: all fields are required

Stage Name:
Process Type: |Flaceholder v | Glossary of Process Types

Add || Cancel

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.
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26 Repeat Step 21 to Step 25 (humbers 1 to 5 on the following figure) for each parameter set.

Edit Process Stage

The Instructions tab should be reviewed by first time users before procee

Instructions | Name and Parameters [ Notes (0)

Note: All fields are required

Define Using: ===fp Multiple Definitions ~ | Update Method .l

Select Definition to Edit: monella in Sprouts, supplier A |+ [ Load Deﬁmrjone
1 nonelia in Sprouts, sup

Stage Name: Growth d fmonella in Sprouts, supplier B
Salmonella in Sprouts, supplier C
Process Model: Salmonella in Sprouts, supplier A

Process Type: Increase by Growth

Increase in Microbial Population (logl0 scale):

Parameter Value Uncertainty
Variability Distribution: | Fixed value - N/A
Value: 1.2 e Add

Chart is not displayed when the distribution is set to Fixed Value

eSM | | Save and Close || Close |

27 Repeat Step 16 to Step 26 for each process stage to be added.

28 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.)

1 Navigate to the Process Models page. See "Navigating to Process Models" on page 88.

2 Onthe Process Models tab, click the Edit link to the right of the process model.
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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 - 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 88.
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 -= Bk Models (My New Repesitory) -» Process Models - Edit Process Medel (Amonda In Frozen Pzza) -> Hame and Initlal Conditions Tab

Edit Process Model

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

I Irstructions I Mame ard Initial Conditions I Process Stages (0) I Downstream Medals (0] I Scenarics (0) I Notes (0) I

Haote: All fields are required
Model Name: Amanis in Frozen Fzza

Define Initial Conditions Using:

Single set of Farametars
Upstream Process Model ®

Total Diet Stwdy Data

Change Method

Process Model; | Select Process Model v || Sagact

Quick Links: Frozen Pizza (F) | fumors (H!
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10

11

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.)

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.

Conversion Rate:

Conversion Type: Update
Converted Units: | cfu/g to /g
Conversion Rate: IC'

(cfui/g to malg)
(ma/g)
Use Threshald: |:|

Threshold: IC'

(cfu/g)

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 105.

Adding a Process Model - Define Initial Conditions Using Total Diet Study Data

1

2
3
4
5

Navigate to the Process Models page. See "Navigating to Process Models" on page 88.
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.
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8 Under Initial Conditions, select Total Diet Study data and then click Change Method.

Edit Process Model

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

Mote: All fields are required

Select Total Diet Study data and method to use for initial conditions:
Type: | Element v || Select

cancel

Quick Links: Frozen Pizza (F) | Amonia (H]

Home -> Risk Models (My New Repository] -> Process Models -» Edit Process Model (Amonia in Frozen Pizza) -> Name and Initial Conditions Tab

Instructions |l Name and Initial Conditions | Process Stages (2) j§ Downstream Models (0) | Scenarios (0) §j Notes (0}

9 Inthe Type drop-down list, select the contaminant type, and then click Select.
10 In the Hazard drop-down list, select the hazard, and then click Select.

11 Inthe Food drop-down list, select the food, and then click Select.
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12

13
14

15
16

17

18

19

20

Select the check box beside one or more data years, and then click Show Data.

Hiunie - Bisk Mocleds (My New Beposibory ) - Process Models - Edit Prooess Moce (Amara in Frazen Pizza) -» Name and Initial Comditions Tl

Edit Process Model

The Instructions tab should be reviewed by first time users before proceeding.
Instructions | Name and Initlal Conditions | Process Stages (2) || Downstream Models (0 | Scenarlos (00 || Notes (0)
Hore: all flelds are required

Salect Total Diet Study data and method to use for initial conditions:

Tz Element - Sl Muethod: Exclede Non-gatact prevalancs = prop. datacls =
Hazard: Sodium L Salecd LOD: =1
Foad; Applesauce, bomed (54} T Salacl Unlts: mar|f|kg
it 2003 Clicking the compute button will set the intial
2004 prieviance and concentration svalwes for e
2005 process madel but the changes will not be stored
2006 wntil the save button is clicked.
r
200 Compuls Inibal Conditens | | Candal
2008
2009
2010
= 2011
Show Dala

Rowe Number  Year Conc  Unkt Trace LOD Lo

859 2011 a ma'ka 3 20
4726 2011 6.01 maka TR 3 20
8563 2011 9.34 maka TR 3 20
12424 2011 a ma'ka 3 20

Quick Links: Frozen Pizza (F) | Amania (H]

In the Method drop-down list, select a method for handling non-detect results in the data.

In the LOD field, (if required) enter the LOD value. The method selected in the previous step will determine
how the LOD is applied.

In the Units drop-down lists, confirm or change the units for the concentration.

Click Compute Initial Conditions. (To change the TDS data after it is computed, click Update TDS Data.) A
note outlining the options selected is automatically added to the process model.

Under Initial Contamination, Unit Size and Prevalence, select the mass unit from the Select Mass Units
drop-down list.

Under Initial Unit Mass, select a variability distribution from the drop-down list, and then enter a value.
Note: A Distribution chart is not displayed when a fixed value is selected rather than a variability distribution.

To use the concentration distribution derived from the TDS data, select the Initial Units are Contaminated
check box.
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.

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 105.

Editing a Process Model

1 Navigate to the Process Models page. See "Navigating to Process Models" on page 88.

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: |My Primary Repository v || Show Models | | Copylmport |

Instructions || Hazards (4) § Foods (4) § Diets (1) N Process Models (41 l Risk Scenarios (6) § Notes

Process Models

Select a process model from the list below to edit or delete, or add a new process model.
To add a process model, the food and hazard under consideration must have already been defined.

Add Process Madel

Filter by food: |All v | Filter by hazard: Al v | | Show |
Process Model Stages Actions

Aflatoxin B1 in Tortilla Chips 0 Edit Copy Delete
Ammonia in Frozen Pizza 2 " Edit Copy Delete

L. monocytogenes in soft ripened cheese 1 Edit Copy Delete
Salmonella in Peanut Butter 2 Edit Copy Delete

H (218 [= Display Records: |250 v || Update

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.
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Deleting a Process Model

1 Navigate to the Process Models page. See "Navigating to Process Models" on page 88.

2 On the Process Models tab, click the Delete link to the right of the process model that you want to delete.

Home - Risk Models (My Primary Repository) -= Process Models Tab

Risk Models

Select Repository: |Ny Primary Repository v || Show Models | | Copylmport |

Instructions § Hazards (4) 8 Foods (4) | Diets (1) l| Process Models (41 B Risk Scenarios (6) | Motes

Process Models

Select a process model from the list below to edit or delete, or add a new process model.
To add a process model, the food and hazard under consideration must have already been defined.

Add Process Model

Filter by food: |All v | Filter by hazard: [All v | | Show |
Process Model Stages Actions

Aflatoxin B1 in Tortilla Chips Q Edit Copy Delete
Ammonia in Frozen Pizza 2 Edit Copy Delete

L. monocytogenes in soft ripened cheese 1 Edit ﬁ Delete
Salmonella in Peanut Butter 2 Edit Copy Delete

| 2] 1 [2] [m Display Records: [250 v | [ Update

3 On the Delete Process Model page, do one of the following:

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

+ 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 144. Once the risk
scenarios are deleted, navigate back to this page and click Delete.

Home - Risk Models (My Sample Models Imported) -> Process Models - Delete Process Model (Ammonia in Frozen Pizza)

Delete Process Model
Please correct the following:

Unable to delete process model unless the related risk scenarios are deleted first.

Deleting this process model Ammaonia in Frozen Pizza will also delete the following:

Process Stages Child Process Models Risk Scenarios Notes
Cooking None specified ‘ Ammonia in Frozen Pizza None specified
in Children
Storage
Cancel |
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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 88.

2 Onthe Process Models tab, click the Copy link to the right of the process model that you want to copy.

Home -= Risk Models (My Primary Repository) -= Process Models Tab
Risk Models

Select Repository: |My Primary Repository v || Show Models | | Copy/lmport |

Instructions § Hazards (4) § Foods (4) | Diets (1) §| Process Models (4] B Risk Scenarios (6) | Motes

Process Models

Select a process model from the list below to edit or delete, or add a new process model.
To add a process model, the food and hazard under consideration must have already been defined.

Add Process Model

Filter by food: |All v | Filter by hazard: [All v | | Show |
Process Model Stages Actions

Aflatoxin B1 in Tortilla Chips 0 Edit Copy Delete
Ammonia in Frozen Pizza 2 Edit Copy Delete

L. monocytogenes in soft ripened cheese 1 L(_gg Delete
Salmonella in Peanut Butter 2 Edit Copy Delete

H (a1 |8 [= Display Records: 250 v || Update

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.

FDA-iRISK® 4.0 User Guide 102 September 2016



Chapter 5: Process Models and Process Stages

5 Click the Instructions tab.

Home -> Risk Models (My Sample Models Imported) -> Process Models -> Copy Process Model (Ammonia in Frozen Pizza) -> Instructions
Tab

Copy Process Model

Instructicns | Mame and Initial Conditions || Process Stages (2) || MNotes (0)

Use this feature to make a copy of the selected model. The copy will be linked with the same food and hazard as
the original.

Use the checkboxes 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

model.

Choose hazard: Choose food:

Use same hazard ® Use same food @

Create new hazard: Mew Hazard Create new food: New Food

Link to existing hazard: Aflatoxin B1 v Link to existing food: Apple Juice v

Include with copy:
Process Stages:
Motes (for all selected items): #

After creating the copy:
Open the edit page for the copy @
Return to the list of process models

[‘copy || cancel |

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.
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 Navigate to the Process Models page. See "Navigating to Process Models" on page 88.
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4 Click the Import link to the right of the process model that you want to import.

Home - Risk Models (Sample Models) - Process Models Tab

Risk Models

Select Repository: |Sample Models v || Show Models | | Copy/mport |

Instructions | Hazards (5) || Foods (6) | Diets (0) || Process Models (6] || Risk Scenarios (7) || Motes

Process Models

Select a process model from the list below to view.

Filter by food: [All v | Filter by hazard: [All | [ Show |
Process Model Stages Actions

Aflatoxin B1 in Tortilla Chips [u] View Import

Ammonia in Frozen Pizza 2 View Import .

Inorganic Arsenic in Apple Juice 0 View Import

L. monocytogenes in Cantaloupe 2 View Import

L. monocytogenes in soft ripened cheese 1 View Import

Salmonella in Peanut Butter 2 View Import

(B [=] 1 [®] [=] Display Records: 250 = || Update

5 Onthe Import Process Model page, switch between the tabs and review all element definitions associated

with the process model.

6 Click the Instructions tab.

Import Process Model

Instructions || Name and Initial Conditions || Process Stagﬁ:tz'_)' .'Notﬁjfﬂ_)'

models or use the option to import the hazard or food with process model.

If the food is imported, its consumption models will be importad as well.

Importing a process model will also import its process stages and notes.

the food unit must be Mass.

Select repository: My New Repository ]
Choose hazard: Choose food:
Link to my hazard: ® |Ammonia v Link to my food: ® |Cantaloupe Imported Imported
Import hazard with process model Import food with process model ©
[Import | | Cancel

Home - Risk Models (Sample Models) -» Process Models -=> Import Process Model (Ammonia in Frozen Pizza) -> Instructions Tab

A process model must be linked to a hazard and food when imported. Please select a hazard and a food from your

If the hazard is imported, its dose response models, predictive models and health metrics will be imported as well.

Mote: to link this process model to a hazard and a food from your models, the hazard type must be Chemical and

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:
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+ 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.

« To import 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:

+ Tolink 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.
« To return 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 Process Model - Multiple Parameter Sets
(Parallel Model)" on page 92.

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 88.

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 Onthe Edit Process Model page, click the Process Stages tab.
4 Click the Add Process Stage link. The Add Process Model page opens.

Home - Risk Models (My New Repository) - Process Models -= Process Model (C. botulinum in Garlic-Infused Qill - Add Process Stage

Add Process Stage

Enter a process stage name and click "Add".

Note: all fields are required
Stage Name:

Process Type: |Placeholder v | Glossary of Process Types
Add || Cancel

5 Inthe Stage Name input field, enter a name for the process stage.
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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.

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 Sample Models Imported] -= Process Models -= Process Medel (Salmonella in Peanut Butter) -= Edit Process
Stage (Packaging) -» Name and Parameters Tab

Edit Process Stage

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

I Instructions I Mame and Parameters I Notes (0) _

Mote: All fields are required

Stage Name: [Packaging
Process Model: Salmonella in Peanut Butter

Process Type: Partitioning

Parameter Value Uncertainty

Food Units: g v || Update | N/A

Final Unit Size:

SestvalnSiran Value Uncertainty
Parameter
Variability Distribution: | | Fixed Value M N/A

Value: 250 Add

Chart is not displayed when the distribution is set to Fixed Value

| Save | | Save and Close || Close |
Last Modified: 28-Jan-2016 13:03:23

Quick Links: peanut Butter (F) | Salmanella (H) | Salmonella in Peanut Butter (PM)
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Similarly, the following is an example of a process stage describing the decrease of the hazard during storage:

Home - Risk Models (My Sample Models Imported] -> Process Models -= Process Model (Ammonia in Frozen Pizza) -=
Edit Process Stage (Storage) -= Name and Parameters Tab

Edit Process Stage

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

Instmd]mm Mame and Parameters [§ Notes {B_)

Mote: All fields are required

Stage Mame: :Storage
Process Model: Ammonia in Frozen Pizza

Process Type: Decrease

Proportion Removed:

Parameter Value Uncertainty
Variability Distribution: | [Uniform v N/ A
Minimum: 0.05 1 Add
Maximum: 01 Add
The chart below displays the probability density function (PDF) and cumulative
distribution function (CDF) or probability histogram for the variability
distribution based on the parameters above. Please note that the left vertical
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 Cumulative Distribution
204 i
108
15 =
408
lo4
51
402
0 e 1
0.05 0.055 0.06 0.065 0.07 0.075 0.08 0.085 0.09 0.095 0.1
Value
— CDF POF
Refresh Chart |

| save || Save and Close | | Close |
Last Modified: 25-Feb-2016 10:19:07

Quick Links: Frozen Pizza (F) | Ammonia from Refrigerant Spill {(H) | Ammonia in Frozen Pizza (PM)
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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.

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 88.

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 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 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 Repesitory) - Process Medels - Edit Process Model (Ammoenia in Frozen Pizza) -» Process Stages Tab

Edit Process Model

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

Instructions || Mame and Initial Conditions [| Frocess Stages (2) B Downstream Models (0) § Scenarios (1) § MNotes (0)

Add Process Stage

Stage Name Process Type Definition Unit Size Actions

Storage Decrease Uniform (Minimum: 0.05, 150 g Edit Copy Delete + +
Maximum: 0.1) ~

Cooking Decrease Fixed Value (Value: 0.5) 150 g Edit Copy Delete ’ v

u: Uncertainty distribution defined for this parameter

Quick Links: Frozen Pizza (F) | Ammonia (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.
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Deleting a Process Stage

1
2

6

Navigate to the Process Models page. See "Navigating to Process Models" on page 88.

On the Process Models tab, click the Edit link to the right of the process model where you want to delete a
process stage.

On the Edit Process Model page, click the Process Stages tab.

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.

Click the Delete link to the right of the process stage that you want to delete.

Home - Risk Models (My Primary Bepository) - Process Models - Edit Process Model (Ammonia in Frozen Pizza) - Process Stages Tab

Edit Process Model

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

Instructions || Name and Initial Conditions || Frocess Stages (2) || Downstream Models (0) || Scenarios (1) | Motes (0)

Add Process Stage

Stage Name Process Type Definition Unit Size Actions

Storage Decrease Uniform (Minimum: 0.05, 150 g dit Copy Delete + v
Maximum: 0.1) e

Cooking Decrease Fixed Value (Value: 0.5) 150 g dit Copy Delete * +

u: Uncertainty distribution defined for this parameter

Quick Links: Frozen Pizza (F) | Ammonia (H)

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.

1
2

Navigate to the Process Models page. See "Navigating to Process Models" on page 88.

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.

On the Edit Process Model page, click the Process Stages tab.
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4 Click the Copy link to the right of the process stage that you want to copy.

Home - Risk Models (My Primary Repository) - Process Models - Edit Process Model (Ammonia in Frozen Pizza) - Process Stages Tab

Edit Process Model

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

Instructions | Mame and Initial Conditions || Process Stages (2) B Downstream Models (0) | Scenarios (1) || Motes (0)

Add Process Stage

Stage Name Process Type Definition Unit Size Actions

Storage Decrease Uniform (Minimum: 0.05, 150 g Edit Copy Delete + v
Maximum: 0.1) ,"

Cooking Decrease Fixed Value (Value: 0.5) 150 g dit Copy Delete + v

u: Uncertainty distribution defined for this parameter

Quick Links: Frozen Pizza (F) | Ammonia (H

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
Process Model - Multiple Parameter Sets (Parallel Model)" on page 92. Omit the remaining steps below.

« 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.

Stage (Storage) - Instructions Tab

Copy Process Stage

original and appended to the end of the current list of stages.

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

stage.

Include with copy:
MNotes: #

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

_Copy' [ Cancel.

Home -> Risk Models (My Sample Models Imported) -> Process Models -> Process Model (Ammonia in Frozen Pizza) -» Copy Process
Instructions [§ Name and Parameters | Notes (0) |
Use this feature to make a copy of the selected stage. The copy will be linked with the same process model as the

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

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.
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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 Click 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 Sample Models) -=> Hazards -= Edit Hazard (Ammonia from Refrigerant Spill) -» Notes Tab

Edit Hazard

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

Instructions i Mame and Type § Dose Response (1) l Metrics (1) §| Process Models (1) §| Scenarios (1) fl MNotes (2]

Add Note

Type Heading Text Actions

Public  Description Ammonia is a corrosive alkaline gas at room Edit Copy Delete 4 -

temperature, with an acrid odor that can be

detected at concentrations of 35 mg per cubic

meter of air (IPCS, 1990). It is used industrially

and is also associated with normal biological

activity, and tvpical levels range from less than 25 ™

Public References dit Copy Delete f *

International Programme on Chemical Safety (IPCS *
1990, ammonia Health and Safety Guide. Available
at:
http://www.inchem.org/documents/hsg/hsg/hsg037

Accessed Aua. 31. 2012,

M

.3

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 Models || Reports || Repositories || Help

Home - Risk Models (My Primary Repository) -> Notes Tab
Risk Models

Select Repository: |My Primary Repository. v || Show Models | | Copy/import |

MNotes

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
Hazards Foods Process Models Risk Scenarios
Health Metrics Consumption Models Process Stages ¢ Diets

Dose Responses Population Groups

Filter:

Hazard Type Include Exposure Type Include MNote Type Include

Chemical ’ Chronic ’ Public ’

Microbial & Acute &l Private L4

| Save Selection and Show Notes |

Mo notes were found matching the above selections.

Include

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 Sample Models] -» Hazards -> Hazard (Ammonia from Refrigerant Spill) -> Edit Mote (Rationale)

Edit Note

Private notes will not be shared and will be excluded frem reports.

Note: all fields are required

Private:
Heading: [Rationale
Note:

| Save | | Save and Close || Close |

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 Repository] -» Hazards -= Edit Hazard (&mmonia) -> Notes Tab
Edit Hazard

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

Instructions i Name and Type §| Dose Response (1) 8 Metrics (1) | Process Models (1) § Scenarios (0) § MNotes (2)

Add Note

Type Heading Text Actions

Public Description dit Copy Delete + +

Ammonia is a corrosive alkaline gas at room
temperature, with an acrid odor that can be
detected at concentrations of 35 mg per cubic

meter of air (IPCS, 1990). It is used industrially

m

ha

Public References dit Copy Delete * +

International Programme on Chemical Safety (IPCS).
1990. Ammonia Health and Safety Guide. Available
at:
http://www.inchem.org/documents/hsg/hsg/hsg037.h{
Accessed Nec. 17. 2013,

M

3

Quick Links: Hazards

3 Onthe 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.
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2 Click the Delete link to the right of the note that you want to delete.

Home - Risk Models (My Primary Repository] -» Hazards -= Edit Hazard (&mmonia) -> Notes Tab
Edit Hazard

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

Instructions i Name and Type §| Dose Response (1) 8 Metrics (1) | Process Models (1) § Scenarios (0) § MNotes (2)

Add Note

Type Heading Text Actions

Public Description

m

Ammonia is a corrosive alkaline gas at room dit Copy Delete + v
temperature, with an acrid odor that can be

detected at concentrations of 35 mg per cubic f

meter of air (IPCS, 1990). It is used industrially

Public References

M

International Programme on Chemical Safety (IPCS). dit Copy Delete + v
1990. Ammonia Health and Safety Guide. Available
at:
http://www.inchem.org/documents/hsg/hsg/hsg037.h{
Accessed Nec. 17. 2013,

3

Quick Links: Hazards

3 Click Delete.

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.
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2 Click the Copy link to the right of the note that you want to copy.

Home - Risk Models (My Primary Repository] -» Hazards -= Edit Hazard (&mmonia) -> Notes Tab
Edit Hazard

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

Instructions i Name and Type §| Dose Response (1) 8 Metrics (1) | Process Models (1) § Scenarios (0) § MNotes (2)

Add Note

Type Heading Text Actions

Public Description

m

Ammonia is a corrosive alkaline gas at room dit Copy Delete + v
temperature, with an acrid odor that can be

detected at concentrations of 35 mg per cubic f

meter of air (IPCS, 1990). It is used industrially

Public References

M

International Programme on Chemical Safety (IPCS). dit Copy Delete + v
1990. Ammonia Health and Safety Guide. Available
at:
http://www.inchem.org/documents/hsg/hsg/hsg037.h{
Accessed Nec. 17. 2013,

3

Quick Links: Hazards

3 On the Copy Note page, enter a new heading and if required, edit the note text.
4 Click Copy.

Importing a Note

Notes cannot be imported individually and must be imported with their associated model element.
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The following illustration shows the edit pathways for acute exposure risk scenarios in FDA-iRISK. Each arrow
represents a potential one-to-many relationship:

Hazards

Process

Maodels

Dose Response |

Health
Metrics

Models

Foods

Consumption
Models

Population
Groups

MNameand
/ Parameters
Risk
Scenarios Population
Groups
Motes

For risk scenarios involving chronic exposures, a “full lifetime” set of life stages take the place of the population

groups shown here.

Navigating to Risk Scenarios

You navigate to the risk scenarios in the following ways:
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« Click the Risk Scenarios tab on the Risk Models page. A complete list of risk scenarios displays; however, you
can filter the list by food or hazard. (The number on the tab, e.g. (5) indicates the number of risk scenarios.)

Home - Risk Models (My Sample Models) -= Risk Scenarios Tab
Risk Models

Select Repository: |My Sample Models v || Show Models | | Copy/lmport |

Instructions || Hazards (6) | Foods (7) || Diets (1) | Process Models (6) || Risk Scenarios (10] || Notes

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 model, Specified risk scenarios must be linked to an existing food and hazard.

Add Risk Scenario Validate Scenarios

Filter by food: |All v | Filter by hazard: [All v | | Show

Shared Scenario Validation Actions
Aflatoxin B1 in Tortilla Chips Mot Edit Copy Delete
(Tortilla Chips, Aflatoxin B1, DALY, Chronic, Computed) Checked
Aflatoxin B1 in Tortilla Chips (Exposure Only) Mot Edit Copy Delete
(Tortilla Chips, Aflatoxin B1, No Metric - Exposure Only, Checked
Chronic, Computed)
Ammonia in Frozen Pizza in Children Mot Edit Copy Delete
(Frozen Pizza, Ammonia from Refrigerant Spill, DALY, Checked
Acute, Computed)
Campylobacter spp. in Poultry Mot Edit Copy Delete
(Poultry, Campylobacter, DALY, Acute, Specified) Checked
Campylobacter spp. in Poultry Mot Edit Copy Delete
(Poultry, Campylobacter, DALY, Acute, Specified) Checked
Inorganic Arsenic in Apple Juice Mot Edit Copy Delete
(Apple Juice , Inorganic Arsenic , DALY, Chronic, Computed) Checked
L. monocytogenes in Cantaloupe Mot Edit Copy Delete
(Cantaloupe , L. monocytogenes, DALY, Acute, Computed) Checked
L. monocytogenes in soft ripened cheese Mot Edit Copy Delete
(Soft Ripened Cheese, L. monocytogenes, DALY, Acute, Checked
Computed)
Salmonella in peanut butter Mot Edit Copy Delete
(Peanut Butter, Salmonella, DALY, Acute, Computed) Checked
Salmonella in Peanut Butter - Specified Mot Edit Copy Delete
(Peanut Butter, Salmonella, DALY, Acute, Specified) Checked

(][] 1 [2] [m Display Records: | 250 » || Update
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- 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 Scenarios tab.

Home - Risk Models (My Sample Models) -> Foods -= Edit Food (Frozen Pizza) -> Scenarios Tab
Edit Food

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

Instructions | Name and Type || Consumption Models (1) & Process Models (1) || Scenarics (11 [ Motes (0)

Add Risk Scenario

Shared Name Actions

Ammonia in Frozen Pizza in Children Edit Copy Delete

Quick Links: Foods

« 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 Sample Models] - Hazards -= Edit Hazard (Aflatoxin B1) -= Scenarios Tab
Edit Hazard

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

Instructions f§ Mame and Type §| Dose Response (1) l Metrics (1) M Process Models (1) §| Scenarios (17 § Notes (0)

Add Risk Scenario

Shared Name Actions

Aflatoxin B1 in Tortilla Chips dit Copy Delete

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 118.
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2 Click the Add Risk Scenario link. The Add Risk Scenario page opens.

Risk Models || Reports || Repositories

Home -> Risk Models (My Primary Repository) -> Risk Scenarios -> 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 you have already created the required food, hazard,
consumption model, dose reponse model, health metric and process model. For scenarios specified from
external sources, ensure you have created the required food and hazard.

Note: all fields are required

Name:

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
Specified from external source for single hazard and single food

Exposure only
[ Next | [ Cancel |

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.

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 126.
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5 Click Next. The Add Risk Scenario page opens.

Home - Risk Models (My Sample Models) -= Hazards - Hazard (Aflatoxin B1) - 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 is microbial.

A 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 "No Models”
then you will not be able to complete the scenario*.

Name: Aflatoxin B in Tortilla Chips

Type: Results Computed for Single Food
Filter Process All T
Models by:

Process Model: Aflatoxin B1in Tortilla Chips v

Food: Tortilla Chips, Hazard: Aflatoxin B1

Exposure Type: [Acute -
Metric Type: DALY v

| Previous | | Mext | | Cancel |

Available Models: |Health Metrics for Acute Exposure for Chronic Exposure

DALY Consumption Models Consumption Models

+ Liver Cancer No Models” + Tortilla Chip Consumption

Dose Response Models

Cost Per Illness * Dose Response Models

No Models” il i) » Linear by Slope Factor
QALY

No Models®

*For example, if a DALY health metric exists but a Cost of Illness metric does not, you will not be able to create a
scenario using Cost of Iliness as the metric for the selected process model. You will be able to create a scenario
using the DALY metric. Similarly, if 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 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.

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.)

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.
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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 Sample Models) - Hazards -> Hazard (Aflatoxin B1) -> Edit Risk Scenario (Aflatoxin B1 in Tortilla Chips) -> Name and Parameters Tab
Edit Risk Scenario

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

Instructions J§ Name and Parameters | Life Stages (5/5) | Dose Responses (1/1) i Notes (0) [§ Sensitivity Analysis

Mote: All fields are required

Shared:

Name: [aflatoxin B1 in Tortilla Chips
Type: Results Computed

Process Model: Aflatoxin Bl in Tortilla Chips
Food: Tortilla Chips

Hazard: Aflatoxin B1

Exposure Type: Chronic

Metric Type: DALY

Consumption Model: Tortilla Chip Consumption

| Save || Save and Close | | Close

Last Modified: 28-Jan-2016 13:03:23

Quick Links: Tortilla Chips (F] | Aflatoxin B1 (H) | Aflatoxin 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.

Edit Risk Scenario

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

I Instructions I Mame and Parameters I Life Stages (5/5) I Dose Responses (1/1) I Motes (D) I Sensitivity Analysis I

Annual Consumers: 25E6

Life Stage Consumption Span In Years Include
Adults 20 and over  Fixed Value (Value: 15) g/day 57 7
Children 1 to 5 Fixed Value (Value: 6) g/day 5 ’
Children 11 to 15 Fixed Value (Value: 13) g/day 5 s
Children & to 10 Fixed Value (Value: 9) g/day 5 -
Youth 16 to 20 Fixed Value (Value: 18) g/day 5 v

Total Span Included: 77

X

| Save || Save and Close || Close |

Last Modified: 27-Sep-2016 20:48:28

Quick Links: Tortilla Chips (F) | Aflatoxin B1 (H) | Aflatoxin B1 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.

Home - Risk Models (My Sample Models) -= Hazards -= Hazard (Aflatoxin B1) - Edit Risk Scenario (Aflatoxin B1 in Tortilla Chips) -= Dose Responses Tab

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

Instructions || Mame and Parameters || Life Stages (5/3) || Dose Responses (1/1) | Motes (0) | Sensitivity Analysis

Dose Response Health Metric Include

Linear by Slope Factor Liver Cancer (19.4) v v

| Save || Save and Close || Close |
Last Modified: 28-Jan-2016 13:03:23

Quick Links: Tortilla Chips (F) | Aflatoxin B1 (H) | Aflatoxin B1 in Tortilla Chips (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.
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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);
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).

Hounie -» Bk Modids (My Sample Modids] -» Risk Soenarics -» B Risk Scenaia (L. monocylogeness in sofl ripened cheeds) - > Populiation Groups Tab
Edit Risk Sceanario

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

I Trestructions I Moz i‘dml Population Groups (3/3) I Nobes (0) I Sensitivity Analysis _

Populativn Group Comsurmglivn Dose Response & Health Mebric Model Inclucle in
Analysis
Achults 60+ Triangudar [ Mirémum: Dose Responsae: | Adulls G+ DR v -
10, Mode; 23, Health Metric; Adults Bl DALY (2 8) 4 \
Maxlmum: §5) a'eo;
185+ 08 eafyr
It diabe Aged (5 Triangudar [ Mirmum: Dose Respongae: | Inbermediabe Aged (5-5%) DR v #
59) 10, Mode: 29, Health Metric; Inteimediate Agied (5-50) DALY (5 0) .
Maximum: 166) g/ao;
1.7E+ 05 eafyr
Perinatal Triangular [ Mirmum: Dose Responsae: | Prsinatal DR v #
10, Mode: 29, Health Metric; Puginatal DALY (14) .

Maximum: §5) a'eo;
1.2E4+07 eofyr

Save | | Save and Close || Close
Last Modified: 28-Jan-2016 13:03:23

Quick Links: Soft fipened Cheese (F) | L monocytogenes (H) | L. monocytagenes in saft ripened cheese (PM)

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.

Homs - Eisk Modals (My Sample Modals) -» Risk Scenarios - Bdit Risk Scenario (Salmanella in peanut butter) - Fopulation Groups Tab
Edit Risk Scenario

The Instructions tab should he reviewed by first time users befare proceeding.

Imml}hmm mm:l Population Groups [1/1) Inmmlmm_

Papulation Groap Cansumptian Dose Responses & Health Metric Madel Tnclude in
Analysis
General Population Fixed value {Value: 30) g/eo: Dose Response: Salmenslla Beta-Folsson DR v -
1.7E10 eofyr Husalth Mitric: Salmanalla DALY (0.0149) *

Sawe | Save and Clese | Close

Lapt Moddied: JO-Jan-201& 130520

Quick Links: peanut Butter (F) | Saimonslla (0] | Sslmonslls in Peanut Butter (91}

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.
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Adding a Risk Scenario, Computed (Single Food, Exposure Only)

1 Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 118.

2 Click the Add Risk Scenario link. The Add Risk Scenario page opens.

‘Home [ Risk Models || Reports | Repositories

Home -> Risk Models (My Primary Repository) -> Risk Scenarios -> 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 you have already created the required food, hazard,
consumption model, dose reponse model, health metric and process model. For scenarios specified from
external sources, ensure you have created the required food and hazard.

Note: all fields are required

Name:

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
Specified from external source for single hazard and single food

Exposure only
[ Next | [ Cancel |

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 Sample Models) - Risk Scenarios - Add Risk Scenaric

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 is microbial.

A list of available supporting models is provided at the bottem 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*.

Name: Aflatoxin B1 in Tortilla Chips (Exposure Only)
Type: Results Computed for Single Food (Exposure Only)
Filter Process LAl v

Models by:

Process Model: |Aflatoxin B1in Tortilla Chips v

Food: Tortilla Chips, Hazard: Aflatoxin B1
Exposure Type: [Chronic »

| Previous | | Next | | Cancel |

Available Models: for Acute Exposure for Chronic Exposure
Consumption Models Consumption Models
No Models® « Tortilla Chip Consumption

*For example, if a DALY health metric exists but a Cost of Illness metric does not, you will not be able to create a
scenario using Cost of Iliness as the metric for the selected process model. You will be able to create a scenario
using the DALY metric. Similarly, if an acute consumption model exists but not a chrenic one, you will not be able to
create a chronic exposure scenario. The same applies to dose 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.

9 Click Next. The Add Risk Scenario page opens.

Home -> Risk Models (My Sample Models) -= Risk Scenarios - Add Risk Scenario

Add Risk Scenario

Step 3: Select consumption model.

Name: Aflatoxin Bl in Tortilla Chips (Exposure Only)
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: Tortilla Chip Consumption »
| Previous || Add || Cancel |
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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 Sample Models) -= Risk Scenarios -> Edit Risk Scenario (Aflatoxin B1 in Tortilla Chips
(Exposure Only]) -= Name and Parameters Tab

Edit Risk Scenario

Issues detected for this scenario. Please check the following:
Error: No population groups selected

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

Instructions || Mame and Parameters | Life Stages (0/5) | MNotes (0)

Mote: All fields are required

Shared:

MName: \Aflatoxin B1 in Tortilla Chips (Exposure Only)
Type: Results Computed (Exposure Only)
Process Model: Aflatoxin B1 in Tortilla Chips

Food: Tortilla Chips

Hazard: Aflatoxin B1

Exposure Type: Chronic

Metric Type: MN/A (Exposure only)

Consumption Model: Tortilla Chip Consumption

| Save || Save and Close || Close |
Last Modified: 17-Mar-2016 09:34:02

Quick Links: Tortilla Chips (F) | Aflastoxin B1 (H) | Aflstoxin 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 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.

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 called “Tortilla Chip
Consumption”. Because the groups have been defined in order to describe the (chronic) lifetime exposure,
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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 Scenarios -= Edit Risk Scenario (Aflatoxin B1 Tortilla Chips) -= Life Stages Tab

Edit Risk Scenario

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

Instructions 8 Name and Parameters 8 Life Stages (5/5) | Notes (0]

Annual Consumers: 25E6

Life Stage Consumption Span In Years Include
Adults aged 20 years and over  Fixed Value (Value: 15) 57
) g/day
Children aged 1 to 5 years Fixed Value (Value: 6) g/day 5
Children aged 11 to 15 Fixed Value (Value: 13) 5
) a/day
Children aged 6 to 10 Fixed Value (Value: 9) g/day 5
You aged 16 to 20 years Fixed Value (Value: 18) o

g/day

Total Span Included: 77 ‘\

Save Sawve and Close Close

Last Modified: 22-Mar-2016 19:53:26

Quick Links: Tortilla Chips (F) | Aflatoxin B1 (H) | Aflatoxin B4 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 iliness, 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).

Hiire == Ba sl w Brirngr grbory] <= B nangg <> Edil Fagk Scanans (L. mongcylogenas in sofl npened chease
{Expeture Only)] <= Populabisn Groups Tak

Edit Risk Scenario

The Instructions tab shauld be reviewed by first time users hefore proceeding.

Instructions |§ Name and Parameters || Fopulston Groups (1)

Populatiecn Sroup Consumpiion Inclede in
Analyuin
Adults G0+ Triangular (Minemurm: 10, ||
Mode: 28, Maamum; B3) \
9feo; LEE+DE eofyr
Intermedote Aged (5-559) Treangualar (Minemurm: 10, x|

Moche: 28, Maxemum: 168)
gfea; 1.TE+09 eofyr

Perinatal Triangular (Mindmum: 10, =]
Mode: 28, Mamum: §5)
alea; L2E+07 eofyr

Sawe Save and Close Close

Last Modified. 26-Sap-2014 102813

Quick Links: Soll Bipened Chesge (F] | L monsodogenss (H)

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 118.
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 Repository) -> 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.

Note, the hazard must be associated with process models for foods that already have multifood consumption
models defined.

MName: Ochratoxin A from QOats, Rice and Raisins
Type: Results Computed for Multiple Foods
Hazard:

Exposure Type: Chronic

Metric Type:

Previous Next Cancel

6 In the 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 Inthe 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 Primary 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 Next.
Exposure type is automatically set to Chronic for multifood scenarios.

MNote, only process models for the selected hazard and for foods that already have multifood consumption models
defined are shown.

MName: Ochratoxin A from Qats, Rice and Raisins
Type: Results Computed for Multiple Foods (Exposure Only)
Hazard: Ochratoxin A

Exposure Type: Chronic

Process Models: [JoTA in Oats
LJOTA in Raisins
(JOTA in Rice

Previous Add Cancel

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 Repository) -= Risk Scenarios -> Edit Risk Scenario (Ochratoxin A from Oats, Rice and Raisins) -> Name and
Parameters Tab

Edit Chronic Multifood Risk Scenario

Issues detected for this scenario. Please check the following:
Error: Annual consumers = 0

Error: No consumption model selected

Error: No dose response models selected

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

Instructions | Mame and Parameters § Consumption Models (0/3) i Dose Responses (0/1) | Notes (0)

Note: All fields are required

Shared: O

Name: |Ochmt0:-:in A from Oats, Rice and Raising
Type: Results Computed Multifood
Hazard: Ochratoxin A

Process Models: OTA in Qats, OTA in Raisins , OTA in Rice
Foods: Oats, Raisins, Rice

Exposure Type: Chronic

Metric Type: DALY

Save Save and Close Close

Last Modified: 17-Mar-2016 10:41:14

Quick Links: Ochratoxin A (H

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.

Error: Annual consumers = 0
Error: No consumption model selected
Error: No dose response models selected

Instructions 8 Mame and Parameters 8 Consumption Models (0/3)

Edit Chronic Multifood Risk Scenario

Issues detected for this scenario. Please check the following:

Home -= Risk Models (My Primary Repository] - Risk Scenarios -> Edit Risk Scenaric (Ochratoxin A from Oats, Rice and Raisir
Consumption Models Tab

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

Dose Responses (0/1) N Motes (0)

Annual Consumers: |D

Select which consumption models to use for each food.

Food Consumption Model

Life Stage

Include

Oats Oats (Multifood)

Raisins  Raisins (Multifood)
Rice

Rice (Multifood)

Last Modified: 17-Mar-2016 10-41:14

Quick Links: Ochratoxin A (H

1 year olds, both genders

2 - 8 year olds, both genders
61 - 85, both genders

9 - 60 year olds, both genders

1 - 8 years, both genders
26 - 55 years, both genders
56 - 85, both genders

9 - 25 years, both genders

1 year olds, both genders

18 - 55 year olds, both genders
2 - 8 year olds, both genders
56 - 85 year olds, both genders
9 - 17 year olds, both genders

13 Click the Dose Response tab and do the following

O

+ 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:

FDA-iRISK® 4.0 User Guide

133

September 2016



Chapter 7: Risk Scenarios

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, Exposure Only)

—_

Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 118.
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.

A owWwN

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.

(9]

Select the Exposure only check box.
6 Click Next. The Add Risk Scenario, Step 2 page opens.

7 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.

8 Click Next. The Add Risk Scenario, Step 3 page opens.

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. For information about adding
a multifood consumption model, see the section, "Adding a Consumption Model, Chronic Multifood Exposure"on
page 60.

10 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.

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 scenario. 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.

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.
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.
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+ 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 118.
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 New Repository) -» Risk Scenarios -»> Add Risk Scenario
Add Risk Scenario

Step 2: Select the metric type and process models to include in the scenario, then click Next.
Exposure type is automatically set to Chronic for multifood scenarios.

Note, only process models for chronic hazards and for foods that already have multifood consumption
models defined are shown.

Name: MultiHazard Multifood Assessment
Type: Results Computed for Multiple Hazards and Multiple Foods
Exposure Type: Chronic
Metric Type: DALY r
Process Models: JMH 2 MF 1
MH 2 MF 2
MH1-MF1
MH1-MF2

Previous || Add | | Cancel

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 60.
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8 Click Add. The Edit Chronic Multihazard Risk Scenario page opens.

Home - Risk Models (My New Repository) -= Risk Scenarios -» Edit Risk Scenario (MultiHazard Multifood Assessment) - Name and Parameters Tab

Edit Chronic Multihazard Risk Scenario

Issues detected for this scenario. Please check the following:
Error: Annual consumers = 0

Error: No consumption model selected for food MF-1

Error: No consumption model selected for food MF-2

Error: No hazard dose response model selected for hazard MH-2
Error: No hazard dose response model selected for hazard MH-1

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

Instructions | Mame and Parameters f| Consumption Models (0/2) § Dose Responses (0/2) B Process Models (4/4) | Diets | Notes (0)

Mote: All fields are required

Shared:

MName: MultiHazard Multifood Assessment

Type: Results Computed Multifood

Process Models: MH 2 MF 1, MH 2 MF 2, MH1-MF1, MH1-MF2
Foods: MF-1, MF-2

Hazards: MH-2, MH-1

Exposure Type: Chronic

Metric Type: DALY

| Save || Save and Close | | Close |
Last Modified: 16-Sep-2016 15:47:54

Quick Links: Food (MF-1) | Eood (MF-2) | Hazard (MH-2) | Hazard (MH-1) | Process Model (MH 2 MF 1) | Process Model (MH 2 MF 2} | Process Model
(MH1-MF1) | Process Model (MH1-MF2)

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 New Repository] - Risk Scenarios -> Edit Risk Scenario (MultiHazard Multifood Assessment) -= Consumption Models Tab
Edit Chronic Multihazard Risk Scenario

Issues detected for this scenario. Please check the following:
Error: Annual consumers = 0

Error: No consumption model selected for food MF-1

Error: No consumption model selected for food MF-2

Error: No hazard dose response model selected for hazard MH-2
Error: No hazard dose response model selected for hazard MH-1

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

Instructions i Name and Parameters [ Consumption Models (0/2) B Dose Responses (0/2) B Process Models (4/4) § Diets §| Notes (0)

Annual Consumers: |0
% Female: 50
% Male: 50

Select which consumption models to use for each food.

Food Consumption Model Life Stage Include
MF-1  MF1_CM Imported 1-50
MF-2  MFZ_CM Imported 1-50

| Save || Save and Close || Close |

Last Modified: 16-5ep-2016 15:47:54

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.

« 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 118.
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2 Click the Add Risk Scenario link. The Add Risk Scenario page opens.

‘Home J| Risk Models

Home -> Risk Models (My Primary Repository) -> Risk Scenarios -> 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 you have already created the required food, hazard,
consumption model, dose reponse model, health metric and process model. For scenarios specified from
external sources, ensure you have created the required food and hazard.

Note: all fields are required

Name:| |

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 ©
Specified from external source for single hazard and single food !

Exposure only

[ Next | [ Cancel |

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.

[©) N U, N - N O

Select the food and hazard from the drop-down lists.

Home -> Risk Models (My Primary Repository) -> Risk Scenarios -> Add Risk Scenaric

Add Risk Scenario

Step 2: Select food and hazard.

Name: Campylobacter spp. in Poultry
Type: Results Specified for Single Food
Food: [Poultry ]

Hazard:| Campylobacter v
| Previous || Next | | Cancel |

7 Click Next. The Add Risk Scenario page opens.

Home -> Risk Models (My Primary Repository) -> Risk Scenarios -» Add Risk Scenario

Add Risk Scenario

Step 3: Select exposure type.

Name: Campylobacter spp. in Poultry
Type: Results Specified For Single Food
Food: Poultry

Hazard: Campylobacter

Exposure Type: Acute

[ Previous | [ Add | | Cancel |
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8

10
11
12

13

14

Click Add.

Home -> Risk Models (My Primary Repository) -» Risk Scenarios -> Edit Risk Scenario (Campylobacter spp. in Poultry) -> Name and
Parameters Tab

Edit Risk Scenario

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

I Instructions I Name and Parameters I Notes (D) _

Mote: All fields are required

Shared:

MName: Campylobacter spp. in Poultry
Type: Results Specified

Food: Poultry

Hazard: Campylobacter

Exposure Type: Acute

Mean Exposure: 0 cfu

Mumber of cases: |0

Health Metric: 0 DALY per case
Total DALY: 0.00

| Save || Save and Close || Close |
Last Modified: 23-Mar-2016 19:08:36

Quick Links: Poultry (F) | Campvlobacter (H)

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.

In the Mean Exposure input field, enter the value for the mean exposure.
In the Number of cases input field, enter the value for the number of cases.

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).

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.

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, Specified (Acute Exposure - Only - Microbial)

1 Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 118.

2 Click the Add Risk Scenario link. The Add Risk Scenario page opens.

Risk Models

Home - Risk Models (My Primary Repository] -> Risk Scenarios -> 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 you have already created the required food, hazard,
consumption model, dose reponse model, health metric and process model. For scenarios specified from
external sources, ensure you have created the required food and hazard.

Note: all fields are required

Name:

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
Specified from external source for single hazard and single food

Exposure only
[ Mext | [ Cancel |

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.

N o o W

Select the food and hazard from the drop-down lists.

Home -> Risk Models (My Primary Repository) -» Risk Scenarios -» Add Risk Scenaric
Add Risk Scenario

Step 2: Select food and hazard.

Name: Campylobacter spp. in Poultry
Type: Results Specified for Single Food
Food: Poultry r|
Hazard:|Campylobacter v

| Previous | | Next | | Cancel |
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8 Click Next. The Add Ri

sk Scenario page opens.

Home - Risk Models (My Primary Repository) -=> Risk Scenarios -» Add Risk Scenario

Add Risk Scenario

Step 3: Select exposure type.

MName: Campylobacter spp. in Poultry
Type: Results Specified For Single Food
Food: Poultry

Hazard: Campylobacter

Exposure Type: Acute
[ Previous | [ Add | [ Cancel |

9 Click Add.

10 Inthe Mean Exposure field, enter the mean exposure in the units of the hazard.

Home - Risk Models (My Primary Repository) -= Risk Scenarios - Edit Risk Scenario (Campylobacter spp. in Poultry) -= Name and

Parameters Tab

Shared:

Name:

Type:

Food:

Hazard:
Exposure Type:

Mean Exposure

Edit Risk Scenario

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

I Instructions I Mame and Parameters I Motes (0) _

Mote: All fields are required

Campylobacter spp. in Poultry
Results Specified
Poultry
Campylobacter
Acute (Exposure Only)
HI 1] cfu

[ save | [ Save and Close | [ Close |
Last Modified: 23-Mar-2016 18:14:58

Quick Links: poultry (F) | Campvlobacter (H)

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 ta

bs 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 118.
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2 Click the Add Risk Scenario link. The Add Risk Scenario page opens.

Risk Models

Home -> Risk Models (My Primary Repository) -> Risk Scenarios -> Add Risk Scenario

Add Risk Scenario

Step 1: Enter a name for the risk scenario, and select the risk scenario type.

external sources, ensure you have created the required food and hazard.

Note: all fields are required

Name:| |

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 ©
Specified from external source for single hazard and single food !

Exposure only

[ Next | [ Cancel |

If results are to be computed by FDA-IRISK, ensure you have already created the required food, hazard,
consumption model, dose reponse model, health metric and process model. For scenarios specified from

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.

N o v W

Select the food and hazard from the drop-down lists.

Home -> Risk Models (My Primary Repository) -= Risk Scenarios -> Add Risk Scenario

Add Risk Scenario

Step 2: Select food and hazard.

MName: Ammonia in Frozen Pizza in Children
Type: Results Specified for Single Food
Food: |Frozen Pizza v
Hazard:|Ammonia (refrigerantleak) v |

| Previous || Next || Cancel |

8 Click Next. The Add Risk Scenario page opens.

FDA-iRISK® 4.0 User Guide 142

September 2016



Chapter 7: Risk Scenarios

9 Inthe Exposure Type drop-down list, select Acute or Chronic.

Home -= Risk Models (My Primary Repository] -= Risk Scenarios - Add Risk Scenario

Add Risk Scenario

Step 3: Select exposure type.

Name: Ammeonia in Frozen Pizza in Children
Type: Results Specified For Single Food
Food: Frozen Pizza

Hazard: Ammonia (refrigerant leak)

Exposure Type: Chronic »
[ Previous | [ Add | | Cancel |

10 Click Add.

11 Inthe Mean Exposure field, enter the mean exposure and, if required, select the units.

Home - Risk Models (My Primary Repository]) -= Risk Scenarios - Edit Risk Scenario (Ammonia in Frozen Pizza in
Children) -= Name and Parameters Tab

Edit Risk Scenario

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

Instructions § Mame and Parameters § Notes (0)

Mote: All fields are required

Shared:

Mame: Ammaonia in Frozen Pizza in Children
Type: Results Specified

Food: Frozen Pizza

Hazard: Ammonia (refrigerant leak)

Exposure Type: Chronic (Exposure Only)
Mean Exposure: |0 mg v | /Kg-day
| Save | | Save and Close | | Close |
Last Modified: 23-Mar-2016 18:26:16

Quick Links: Frozen Pizza (F) | Ammonia (refrigerant leak) (H)

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 118.
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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.

Home - Risk Models (My Primary Repository) -= Risk Scenarios Tab

Risk Models

Select Repository: |My Primary Repository v || Show Models || Copylmport |

Instructions || Hazards (4) | Foods (4) || Diets (1) || Process Models (4) || Risk Scenarios (5] || Notes

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 model, Specified risk scenarios must be linked to an existing food and hazard.

Add Risk Scenario Validate Scenarios

Filter by food: |All v | Filter by hazard: Al v | | Show

Shared Scenario Validation Actions
Aflatoxin B1 in Tortilla Chips Mot Edit Copy Delete
(Tortilla Chips, Aflatoxin B1, DALY, Chronic, Computed) Checked /
Ammonia in Frozen Pizza in Children Mot Edit Copy Delete
(Frozen Pizza, Ammonia, DALY, Acute, Computed) Checked
L. monocytogenes in soft ripened cheese Mot Edit Copy Delete
(Soft Ripened Cheese, L. monocytogenes, DALY, Acute, Checked
Computed)
Salmonella in Peanut Butter Mot Edit Copy Delete
(Peanut Butter, Salmonella, DALY, Acute, Computed) Checked
Salmonella in Peanut Butter - Specified Mot Edit Copy Delete
(Peanut Butter, Salmonella, DALY, Acute, Specified) Checked

W |a]q (e |m Display Records: | 250 * || Update

3 Make the required changes. For more information about which elements may be edited see "Adding a Risk
Scenario" on page 120.

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 118.
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2 On the Risk Scenarios tab, click the Delete link to the right of the risk scenario that you want to delete.

Home - Risk Models (My Primary Repository) -= Risk Scenarios Tab

Risk Models

Select Repository: |My Primary Repository v || Show Models || Copylmport |

Instructions || Hazards (4) | Foods (4) || Diets (1) || Process Models (4) || Risk Scenarios (5] || Notes

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 model, Specified risk scenarios must be linked to an existing food and hazard.

Add Risk Scenario Validate Scenarios

Filter by food: |All v | Filter by hazard: Al v | | Show

Shared Scenario Validation Actions
Aflatoxin B1 in Tortilla Chips Mot Edit Copy Delete
(Tortilla Chips, Aflatoxin B1, DALY, Chronic, Computed) Checked -
Ammonia in Frozen Pizza in Children Mot Edit Copy Delete
(Frozen Pizza, Ammonia, DALY, Acute, Computed) Checked
L. monocytogenes in soft ripened cheese Mot Edit Copy Delete
(Soft Ripened Cheese, L. monocytogenes, DALY, Acute, Checked
Computed)
Salmonella in Peanut Butter Mot Edit Copy Delete
(Peanut Butter, Salmonella, DALY, Acute, Computed) Checked
Salmonella in Peanut Butter - Specified Mot Edit Copy Delete
(Peanut Butter, Salmonella, DALY, Acute, Specified) Checked

W |a]q (e |m Display Records: | 250 * || Update

3 Onthe Delete Risk Scenario page, click Delete.

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.

1 Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 118.
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2 On the Risk Scenarios tab, click the Copy link to the right of the risk scenario that you want to copy.

Home - Risk Models (My Primary Repository) -= Risk Scenarios Tab

Risk Models

Select Repository: |My Primary Repository

Instructions || Hazards (4) | Foods (4) || Diets (1) }| Process Models (4)

Risk Scenarios

Add Risk Scenario Validate Scenarios

v || Show Models || Copylmport |

Risk Scenarios (5)

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 model, Specified risk scenarios must be linked to an existing food and hazard.

Notes

Filter by food: |All v | Filter by hazard: Al v | | Show

Shared Scenario Validation
Aflatoxin B1 in Tortilla Chips Mot
(Tortilla Chips, Aflatoxin B1, DALY, Chronic, Computed) Checked
Ammonia in Frozen Pizza in Children Mot
(Frozen Pizza, Ammonia, DALY, Acute, Computed) Checked
L. monocytogenes in soft ripened cheese Mot
(Soft Ripened Cheese, L. monocytogenes, DALY, Acute, Checked
Computed)
Salmonella in Peanut Butter Mot
(Peanut Butter, Salmonella, DALY, Acute, Computed) Checked
Salmonella in Peanut Butter - Specified Mot
(Peanut Butter, Salmonella, DALY, Acute, Specified) Checked

| (=] 1 [2][»

Display Records: | 250 * || Update

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.
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5 Click the Instructions tab.

Home -= Risk Models (My Sample Models) -= Risk Scenarios -> Copy Risk Scenario (Ammaonia in Frozen Pizza in Children) -= Instructions
Tab

Copy Risk Scenario

Instructions || Name and Parameters || Population Groups (1) || Notes (0)

Use this feature to make a copy of the selected scenario. The copy will be linked with the same food and hazard
as the original.

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

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

Include with copy:
Notes:

After creating the copy:
Open the edit page for the copy @

Return to the list of risk scenarios O

Copy Cancel

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.
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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.

2 Click the Create link to the left of the Summary of Model Elements report type. The Summary of Model
Elements page opens.

Home - » Beports -» Swummary of Model Bements - > Report Tab

Summary of Model Elements

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

Muote: Al fields are reguiced

Shew models for: My Primary Reposiiory U
Report Tida: FLA-RISK Summary of Model Elements
Report Abstract:
Thae sedecked options will only Be reparted when the cormesponding food amdfor hacard ane selectel.
Hazard Mama Select  Food Name Salect  Optlons Select
: Show Consumption *
Aflatoxin B1 # Cantaloups Imgorted - Mol
ammenia (refrigerant leak) s Checolate-flavorad Dairy - Show Dose Response &
Ochratexin A # Beverage Show Health Metrde  #
Dairy Bevera - 5 I
Campylabacter - : e Show Predictive Model =
L t 2 Frozen Fizza - Show Process Model *
. v
T Frozen Fizza Imported - Show Risk Scenarle @
Listeria menocytogenss e Show Hotas P
Impaorted Dats -
Mew Hazard # Peanut Butter - T

The Download Acrobat Reader link will open a POF In a new window. To return to the application, close the window.
Dusariloed Sorchah Bapdar b vigy POF [ileg

Generate Report

Quick Links: Bepert Higtors |
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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.

FDA-IRISK Summary of Model Elements

Hazard: Aflatoxin B1
Typa: Chamécal

Doses Response Model: Aflstoxin B1 Linear by Slope Factor

Exposure Type: Chirgnie

Daosa Unit ngikg-day

Responss: Linear by Slopa Factor (Slopa:7.TE-G)
Protbility of Achvoersn 100

Effect Given Response:

Health Metrie: Liver Cancer

Typa: DALY
Valua 19.4
Hualth Impact Duratien  Units Suvarity DALY Fraction Adjusted DALY
Muorbidity: Fatal Liver Cancer 04 L 056 0FrAND nas Q.a2aen
Marbidity: Non-fatsl Liver Cancer 151 Y 02 30200 008 0.15100
Muortality: Fatal Liver Cancer 20 ¥ 1 20004 085 18,000
Huealth Matric:  Liver Cancer (C01)
Typa: Cost per liness
Walua: GE40D
Health Impaot Couorst Fraction Weighted Cosi
Fatal Liver Casncer BRN0 0.85 BLEOD
Won-Fatal Liver Cancer B5000 0.05 AT50.0

Creating the Risk Estimates and Scenario Ranking 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 Risk Estimates and Scenario Ranking report type. The Risk Estimates and
Scenario Ranking page opens.

Home - Reports -= Risk Estimates and Scenario Ranking -> Report Tab

Risk Estimates and Scenario Ranking

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

Instructions N Report

Mote: all fields are required

Simulation Moderate Run

Settings:

;Report Title: FDA-IRISK Risk Estimates and Scenario Ranking Report

‘Report Abstract:

P

Send Email:

List scenarios for: [ (R1) My New Repository 4 (R2) My Primary Repository
Update Selections

Filters: Use the following filters to select a subset of the scenarios available for ranking.
Food Hazard Metric Exposure Type
All v | Al v | Al v | Al v | Al v
Load Risk Scenarios

Risk Scenarios Available for Ranking

Available Scenarios:

Scenario Include

Run Group ID Weight Uncertainty Repository Scenario Name and Details Actions
n/a My Primary Aflatoxin B1 in Tortilla Chips Edit
Repository (Tortilla Chips, Aflatoxin B1, DALY, Chronic,

Computed)
nfa My Primary Ammonia in Frozen Pizza in Children Edit
Repository (Frozen Pizza, Ammonia, DALY, Acute, Computed)
nfa My Primary L. monocytogenes in soft ripened cheese Edit
Repository (Soft Ripened Cheese, I. monocytogenes, DALY,
Acute, Computed)
n/a My Primary Salmonella in Peanut Butter Edit
Repository (Peanut Butter, Safmonella, DALY, Acute,
Computed)
n/a My Primary Salmonella in Peanut Butter - Specified Edit
Repository (Peanut Butter, Salmonella, DALY, Acute, Specified)

Annualize Chronic Results #

Use the buttons below to submit the scenarios for risk estimation and ranking. The request will be entered into
the report queue and will be accessible from the Report History page when completed. This may require
several minutes or longer.

| Generate Report For Checked | | Generate Report For All Listed |

Quick Links: Report History | Summary of Model Elements

3 Inthe Report Title input field, enter a name for the report, and enter an abstract in the Report Abstract input
field (optional).

4 To receive an email notification when the report completes, select the Send Email check box.
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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.

5 In the List scenarios for section, select one or more model repositories and click Update Selections.

6 You can use the drop-down list filters (i.e. Food, Hazard, Metric, Exposure, Type) to refine the list of available
scenarios.

7 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 151.

For information about using the Scenario Weight input fields, see "Including Weighted Scenarios" on page 152.

8 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.
9 Toinclude 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.)

10 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.

11 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 152.

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 149.

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:

~ OTA n/a OTA Acute
(Wheats and wheat products, Ochratoxin A, DALY, Acute, Computed)

o OTA ( n/a OTA Chronic

(Wheats and wheat products, Ochratoxin A, DALY, Chronic, Computed)
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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 149.

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-IiRISK to apply that weight to the results before aggregating them.

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:
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+ 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.

Homs -= Reparts - Repart Histery Tab
Reports
The Instructions tab should be reviewed by first time users before proceeding.
Raport Hla
Tha Tollewing links, Downlead Acrobat Reader, View PDF, View Word and View Excel will open a PDF, Word or Excel document in a new window.
To return to the application, close the window.
| Rirkush Lisks |
Completed Reports
Rank by: Filter by data: Filtar by status:
Hsallh Medic e g Talal DALYS] r Lagt ¥ Days |3} » All *  Append Repasitory Nama:
.Nﬂmt_ﬁ_ﬁl'.lbu agl SE'II'III'TD! g_'unml,tl_u.d.' _;ﬂ_F I".'nni E:I.'l:;l- Ed?t EB?!‘I.‘B 3
FOA-RISK Scenarip Repurt for Ammaonia in 1 27-Sipp-2015 Datails Details Wiaw Excel Edit  Dbete
Fropzen Plzza 20:00:18 Mobes Moles
Vigw POF  MawWord Cenveogenis
Ranklng Report for Salmanella and L. 2 27-5ep-201 6 Detalls Detalls Sigw Exced Edit Delete
MOCYEOgends 1B:59: 30 Hotes Hotes
FDA-IRISE Ranking for Salmaonalla in Paanut 1 2I-5ep-2016 Datails Dataile Wiew Excel Edit Dalate
At 181 26:37 Hotes Hotes
Miew POF  Mew Word —Lonverdsnis
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Create and generate a report on the New Report tab. (See "Creating the Summary of Model Elements Report”

on page 148 and "Creating the Risk Estimates and Scenario Ranking Report" on page 149.) Click the Report
History link.

Home -3 Reports - Risk Estimates and Scenario Ranking -= Report Tab

Risk Estimates and Scenario Ranking

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

5 scenarios submitted. 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: FDA-IRISK Risk Estimates and Scenario Ranking Report

Report Abstract:

Scenarios Included:

Aflatoxin B1 in Tortilla Chips

Ammeonia in Frozen Pizza in Children

L. monocytogenes in soft ripened cheese

L. monocytogenes in soft ripened cheese (Exposure Only)
Salmonella in peanut butter

* s s ®

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.

Click the Cancel link under Pending Reports to cancel a report.

Hofns - Raports - Report History Tab
Reports

The Instructions tab should be reviewed by first time users hefare pracesding.

Ingtructions. | kepart Hictery || Mew Report || Simutation Settings

The following links, Downlead Acrobat Reader, View PDF View Word and View Excel will open a PDF, Word or Excel document in a new window.
To return to the application, close the window.

Conloss Acrobat Reacdsr to viss POF filss
Fefresh Lists
Corrnpleted Reports
Rank by: Filter by date: Filter by status:
Hisalth kbetric {# g, Total DALYS) * Lasa ¥ Days (1) - Al * Append Repository Name:
Hamd & sbatract Scenarfos  Completed w PDF Ward Excel Edit  Delete
FOA-IRISK Risk Estimates and Scenario 1 15-Mar-2016 Details Datails View Excel Edit Celete
Ranking Report 2110 HobeS Hotes

view PDF Witw Word o s rgens

The Completed Reports list includes the following options:
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« 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 llinesses, Total Ilinesses 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 a report, 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 delete a report, click the Delete link to the right of the report that you want to delete.

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, four 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

All reported summary values are per year. For chronic scenarios, results for the total lifecourse have been divided by the lifecourse duration
(e.g. 70 years) specified for the life stages included in the scenario.

Scenario or Scenario Group Total DALYs per Uncertainty Results
Year

Salmonella in peanut butter 62.4 MNIA

L. monocytogenes in soft ripened cheese 15.7 MNIA

Ammonia in Frozen Pizza in Children 0.262 MNIA

MNote: All chronic results have been computed by dividing the total for the lifecourse by the duration of the lifecourse in years to provide a yearly
value for ranking. See the detailed results sections for the complete lifecourse results, or multiply the values shown in this summary by the
duration of the lifecourse.

If a group ID was provided when submitting the report (see "Grouping Scenarios" on page 151), 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).

FDA-iRISK® 4.0 User Guide 155 September 2016



Chapter 8: Reports

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 reported summary values are per year. For chronic scenarios, resulfs for the total lifecourse have been divided by the lifecourse duration
{e.g. 70 years) specified for the population groups included in the scenario.

Scenario Lifecourse Eating Total Mean Risk Total DALYs Per Total DALYs
Duration  Ocecasions or liinesses  oflliness DALYs EOor per Year
Consumers per Year Consumer  (Weighted)
Salmonella in peanut butter N/A  1.70E+10 3280 1.93E-7 62.4 3.67E-9 62.4
L. monocytogenes in soft ripened cheese N/A  1.89E+9 2.79 1.48E-9 16.7 8.27E-9 15.7
Ammonia in Frozen Pizza in Children N/A  1.30E+9 262 202E-7 0.262 2.02E-10 0.262

Mote: All chronic results have been computed by dividing the total for the lifecourse by the duration of the lifecourse in years to provide a yearty
value for ranking. See the detailed results sections for the complete lifecourse results, or multiply the values shown in this summary by the
duration of the lifecourse.

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 ilinesses generated for the scenario.

« Mean Risk of llness: The total number of illnesses divided by the number of eating occasions (for acute
exposures) or consumers (for chronic exposures).

« DALYS: 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).

- Weighted DALYs: If a scenario weight was added, the value from the DALY column is multiplied by the
specified weight.

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

FDA-iRISK® 4.0 User Guide 156 September 2016



Chapter 8: Reports

when the model includes uncertainty. You can override the default settings using the Simulation Settings tab of the
reports page.

For more information about convergence, see the section, Interpreting the FDA-iRISK Convergence Report on
page 158 and the Technical Document.

Scenario Details for: Ammonia in Frozen Pizza in Children

Type: Results Computed Scenario Weight: NIA

Hazard: Ammonia (refrigerant leak) (Chemical) Metric Type: DALY

Food: Frozen Pizza Exposure Type: Acute

Process Model: Ammonia in Frozen Pizza Converged: Yes (by 18000 variability samples)
Consumption Model: Frozen Pizza Consumption by Children Include Uncertainty: No

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 Outputs*
Prevalence: 1E-6 1.00E-6
Concentration: Triangular (Units: mg/g) 0.000617 g/g

Minimum: 0.7
Mode: 1.3
Maximum: 2

Computed Mean: 1.33 mg/g
Unit Mass: Fixed Value (g) 150 g

Value: 150

* Final prevalence and Prevalence-Weighted mean concentration

Process Stages for Ammonia in Frozen Pizza:

Process Stage Process Type Definition Concentration Prevalence
(g/9)
Storage Decrease Uniform 0.00123 1.00E-6

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 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.

FDA-iRISK® 4.0 User Guide 157 September 2016



Chapter 8: Reports

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). 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 llinesses: 262

Total DALY/Year: 0.262

Population Group Definitions:
Population Group Consumption Dose Response Health Metric
Children 6 to 12 Eating Occasions: 1.3E9 Ammonia Non-Threshold Ammonia (oral) DALY (0.001

eofyr Linear DALY's)
Body Weight: Fixed Value (Units: Kg) MNon-Threshold Linear (Dose

Per Eating Occasion: unit: mg)
Value: 0 Triangular (Units: g/eo)

Risk at Reference Point: 0.21

Minimum: 100 Reference Point: 118

Maode: 150

Maximum: 300

Probability of adverse effect:
100%

Correlation Option: Mo Correlation

If the scenario contained more than one population group / life stages, each would be summarized separately.

The next section summarizes the health metric details.

Finally, 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 FDA-iRISK Convergence Report

The FDA-iIRISK Convergence report is an Excel file.
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The first sheet provides a summary of the results and a list of scenarios in the report:

A B C o E F 1] | H | 1 K
1 [Foa-IRISK Risk Cstimates and Scenario Ranking Report
2
H 3
4 Scenarlo Cxposure scenarlo Name
|| 5 1 3.25E-07 Aflatoxin B1 Tortilla Chips
1]
T
i
-,
10
11 Total DALYs per Year
-
2| b
10 ! ey
16 g ol
17 k- 2 3 4
18 SCEnaro
19
20
2 Sermario Tolal DALY puer Yeuw Scenario Name
22 2 1500 Aflatoxin 81 in Tortilla Chips
23 3 30.1 Ochratoxin A from Oats, Rice and Ralsins
4 4 0.262 Ammonia in Froeen Pizza in Children
22
The second sheet provides a list of the simulation settings used to generate the report:
A B C D E G
1 IFDA iRISK Rick Extimates and Soenario Ranking Regor] Simuolation Seltings
i
3
4 Variability ettings Uncertainty Settings
4 5
] Initial Balch Size 9,000 Batch Size 100
i Running Batch Size 3,000 Maximum Batches 100
] Maximum Batches 100 Convergence Tests 1
L] Convergence Tesls 3 Commvergenoe Criterion - Mean (%) 5
10 Convergence Criterion (%) 1 Test Median Yes
111 Endpaint Risk [if available) Convergence Criterion - Median (%) 5
1z Test Confidence Interval Yes
13 Convergence Inteval (%) a0
14 Comvergenoe Crilerion - C1 [55) 1n
1>

Following the second sheet, there is one sheet per scenario.
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For single food scenarios, only one set of results is displayed:

R C i D | E i F G | H

1 |Aflatoxin B1 Tortilla Chips Variability Convergence Results

2

3

4 Batch Batch Mean Running Mean Change In Mean Test Result Batch Duration (Minutes)
3 1 3.25E-07 3.25E-07 o FALSE 0.010683322
i] 2 3.25E-07 3.25E-07 9.33E-06 TRUE 0.010150002
7 3 3.25E-07 3.25E-07 1.00E-06 TRUE 0.007033339
8 4 3.25E-07 3.25E-07 4.45E-06 TRUE 0.00781667
o Total Duration: 0.035683333
10

11

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):

A B [5 D E F G f
1 |ochratoxin & from Oats, Rice and Ralsins Variabllity Convergence Results
? .
3 .
4 Batch Batch Mean Running Mean Change In Mean Test Result Batch Duration (Minutes)
5 1 2589362755 2589.362755 1] FALSE 0.503666665
L] 2 2589.197%11 Z2389.3214069 1.59E-0% TRUE 0. 2700000 73
7 3 258996871 2589.450917 S5.00E-05 TRUE 0.201833326
2 4 2589.077935 2589.388753 2.40E-05 TRLIE 0.228916659
) Total Duration: L.20AE3d2a
10
11 | OTA in Qats Variability Comnergenoe Resalls
12
13 Batch Batch Mean Running Mean Change In Mean Test Result Batch Duration
14 1 Larde-U3 2ear3E-0 o FALSE 00000
15 2 2.53E-09 2.53E-0% o TRUE 0.0054583336 >
16 3 2.53E.09 2.53F-0% [i] TRLIE 0.00519%997
17 4 Larde-UF der3e-U o TRUE 000521 G0
1B Taoital Duration: 0.021366666
15 é
20 OTAIn Raisins Variability Convergence Results
21
22 Batch Balch Mean Running Mean Change In BMesan Tesst Ressult Batch Duration
23 1 L. 2bE-0F 2odbe-0d o FALSE 000007
24 2 I 2.26E-09 r'!.st-l:ﬂ 0 TRLUE 0.005453326

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
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+ 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.

A [ B | e ' D : E ' F : G ' H ' 1 -
1 |Amm0nia in Frozen Pizza in Children Uncertainty Convergence Results
2 (
2
1 Batch Batch Mean Running Mean Change In Mean Test Result Mean Running Median Change In Median Test Result Media
5 1 0.262333999 0.262333999 o FALSE 0.262124832 o FALSE
6 2 0.262379093 0.262330952 1.16E-05 TRUE 0.262234369 0.000419615 TRUE
7

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.

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.
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For information about how the simulation settings are applied, see the Technical Document.

Home - Reports -» Simulation Settings Tab

Reports

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

Instructions § Report History B Mew Report N Simulation Settings

Note: all fields are required

Select a simulation setting set to view/edit from the list. Use the fields below to manage the settings used for
variability and uncertainty for risk estimates and ranking reports. The simulation set marked as selected cannot be
deleted unless nother set is set as selected first.

Select Set: |Moderate Run (selected) v || Load Set | | Create New Set |

Set Name: Moderate Run

Selected: True

Variability Settings Uncertainty Settings
Variability Initial Batch Size: 9,000 Uncertainty Batch Size: 100
Variability Running Batch Size: 3,000 Uncertainty Convergence Tests: 1
Wariability Convergence Tests: 3 Uncertainty Maximum Batches: 100
Variability Maximum Batches: 100 Uncertainty Convergence Criterion - Mean (%): 5
Variability Convergence Criterion (%): | 1 Test Uncertainty Median: Yes v
Endpoint to Test: Risk (if available) » | | Uncertainty Convergence Criterion - Median (%): 5
Test Uncertainty Confidence Interval: Yes v
Uncertainty Confidence Interval: 90% v
Uncertainty Convergence Criterion - Confidence Interval (%): | |10

[ Save | [ Set Selected | [ Resetto Moderate | Last Modified: 04-Jan-2016 16:08:31

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.

Selecting the Default 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, and then click Load Set.
4

Click Set Selected and then click Save. The set is selected by default whenever you access the Simulation
Settings tab.

Adding a Simulation Set

1 Click the Reports tab on the main tab bar.
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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.

Note: The newly added simulation set does not become default set. To set it as the default set, click Set Select
and then click Save.

Editing 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, and then click Load Set.
4

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.

'@ RiskEstimatesAndScenarioRanking_e259cel5-e034-4597-bleb-b90f73355f0e_20150206092541.pdf -

File Edit View Window Help

Doren | Roae- B O RHE| @0z k&%
P[] | WO [ @ [en]]]

E_l Bookmarks E |I|
P - B Report Title: FDA-RISK Risk Estimates ani
é(! [ 4 Ranking Summary Ranking Summary
& EF Ranking Summaw for Risk AN reported summary values are per year. For chronic scenanos, |
Scenarios (Ungrouped) (e.g. 70 years) specified for the population groups included in the
I%% = EP Scenario Details Scenario or Scenario Group
[P Afiatoxin B1 in Tortilla

Salmonelia in Peanut Butter

Chips

[F Ammonia in Frozen Pizza

—

Salmonella in Peanut Butter — Specified

L. monocvioaenss in soft ivensd chesse
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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.

Currently, sensitivity analysis is not available for exposure only or chronic multifood scenarios.

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 167.

1 Navigate to the Risk Scenarios page. See "Navigating to Risk Scenarios" on page 118.
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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).

Risk Models

Select Repository: |My Primary Repository v | | Show Models | | Copy/import |

Instructions || Hazards (4) | Foods (4) || Diets (1) || Process Models (4) || Risk Scenarics (5] | Motes

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 model. Specified risk scenarios must be linked to an existing food and hazard.

Add Risk Scenario Walidate Scenarios

Filter by food: |All v | Filter by hazard: [All v | | Show

Shared Scenario Validation Actions
Aflatoxin B1 in Tortilla Chips Not Edit Copy Delete
(Tortilla Chips, Aflatoxin B1, DALY, Chronic, Computed) Checked
Ammonia in Frozen Pizza in Children Mot Edit Copy Delete
(Frozen Pizza, Ammonia, DALY, Acute, Computed) Checked
L. monocytogenes in soft ripened cheese Not Edit Copy Delete
(Soft Ripened Cheese, L. monocytogenes, DALY, Acute, Checked
Computed)
e
Salmonella in Peanut Butter Mot Edit Copy Delete
(Peanut Butter, Salmonella, DALY, Acute, Computed) Checked
Salmonella in Peanut Butter - Specified Mot Edit Copy Delete
(Peanut Butter, Salmonelia, DALY, Acute, Specified) Checked

[iw] (2] 1 [»] [m] Display Records: [250 v |[ Update

3 Click the Sensitivity Analysis tab.

Note: If the Sensitivity Analysis tab is not visible on the Edit Risk Scenario page, the feature is not available for
the selected type of scenario.

Edit Risk Scenario
The Instructions tab should be reviewed by first time users before proceeding.
Instructions | Name and Parameters | Population Groups (1/1) §| Notes (0) § Sensitivity analysis

This risk scenario uses a process model with multiple parameter sets.

Add Sensitivity Analysis Set

Sensitivity Analysis Set Actions Include

Higher Prevalence, Lower Edit Copy Delete
Concentration

Send Email Notifications:

| Run Selected Sets | | Run All Sets |

Quick Links: peanut Butter (F) | Salmonella (H) | Salmonella in Peanut Butter (PM

4 To receive an email notification when the sensitivity analysis completes, select the Send Email Notifications
check box.

5 Do the following:
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« 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.

6 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"

onpage 152.
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Sensitivity Analysis Sets

Adding a Sensitivity Analysis Set

1 Navigate to the Sensitivity Analysis tab. See "Running Sensitivity Analysis" on page 165.

2 Click the Add Sensitivity Analysis Set link. The Add Sensitivity Analysis Set page opens.

Risk Models || Reports l Repositories §| Help

Home -> Risk Models (My Primary Repository} -> -> Add Sensitivity Analysis Set

Add Sensitivity Analysis Set

Enter a set name, and click "Add".

MNote: all fields are required

Set Name: | B
[Add || Cancel |

3 Inthe Set Name input field, enter a name for the set.
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4 Click Add.

Edit Sensitivity Analysis Set

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

Instructions 8§ Name § Parameters (0) § Motes (D)

Add Sensitivity Analysis Set Parameter

Model Element Parameter Value Actions

Quick Links: salmonella in Peanut Butter (RS)

5 Click the Add Sensitivity Analysis Set Parameter link. The Add Sensitivity Analysis Set Parameter page
opens.

6 Inthe Model Element drop-down list, select the main model element to test (e.g. Process Stage - Initial
Conditions).

In the Parameter to vary drop-down list, select the specific parameter to vary (e.g. Initial Prevalence).

Add Sensitivity Analysis Set Parameter

Instructions.

Model Element: Process Model - Initial Conditions v
Parameter to vary: |Initial Prevalence v
[‘Add | [ Cancel

8 Click Add. The Edit Sensitivity Analysis Set Parameter page opens, which displays the current value defined for
your chosen parameter to vary.

9 Enter an alternate value for the parameter as part of the sensitivity analysis set you are building.

Edit Sensitivity Analysis Set Parameter

Note: all fields are required

Parameter: Initial Prevalence
Scenario Current Value: 0.001
Sensitivity Analysis Value: |Value: g.01

| save | [ Save and dose | | Close

10 Click Save and Close to return to the Edit Sensitivity Analysis Set page where you can add another sensitivity
analysis set parameter. Repeat the steps until you have built your desired set.

Editing a Sensitivity Analysis Set

1 Navigate to the Sensitivity Analysis tab. See "Running Sensitivity Analysis" on page 165.
2 Click the Edit link to the right of the set that you want to edit.
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3

On the Edit Sensitivity Analysis Set page, do one or more of the following:

To edit the set name, click the Name tab and then enter the new name. (Click Save or Save and Close.)
« To edit or delete a parameter in the set, click the Edit or Delete link to the right of the parameter.

Editing a Sensitivity Analysis Set Parameters

—_

Navigate to the Sensitivity Analysis tab. See "Running Sensitivity Analysis" on page 165.
Click the Edit link to the right of the set that you want to edit.
On the Edit Sensitivity Analysis Set page, click the Edit link to the right of the parameter that you want to edit

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

1
2
3

Navigate to the Sensitivity Analysis tab. See "Running Sensitivity Analysis" on page 165.
Click the Delete link to the right of the set that you want to delete.

Click Delete to confirm the action.

Deleting a Sensitivity Analysis Set Parameters

1
2
3

4

Navigate to the Sensitivity Analysis tab. See "Running Sensitivity Analysis" on page 165.
Click the Edit link to the right of the set that you want to edit.

On the Edit Sensitivity Analysis Set page, click the Delete link to the right of the parameter that you want to
delete.

Click Delete to confirm the action.

Copying a Sensitivity Analysis Set

1
2
3

Navigate to the Sensitivity Analysis tab. See "Running Sensitivity Analysis" on page 165.
Click the Copy link to the right of the set that you want to copy.

On the Copy Sensitivity Analysis Set page, switch between the tabs and review the parameters and notes
associated with the set.

On the Instructions tab, use the check boxes to select whether to include the set parameters and/or notes.

On the Name tab, enter a name for the copied set. (The word “Copy” is not added to the name of the original
set by default.)

Click Copy.
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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 f| Reports | Repositories

Home - Repositories and Sharing -= My Repositories Tab

Repositories and Sharing

Instructions || My Repositories || Shared To (0) || Shared From (7) || Invitations To (1) || Invitations From (0)

My Repositories

Add New Repository
My Repositories:

Repository Name Is Default Actions
New Repositary Default Edit
Primary Repository | SetAs Default| Edit Delete Change Owner

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.

Home - Repositories And Sharing -> Add Repository
Add Repository
Note: all fields are required

Repository Name:
Add | | Cancel
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3 In the Repository Name input field, enter a name for the new repository.

4 Click Add. The Edit Repository page opens.

Home - Repositories and Sharing -= Edit Repository

Edit Repository

Mame and Parameters

Note: All fields are required

Repository Name: |Repggitury A |

Description:

Save Save and Close Close

Last Modified: 17-Mar-2016 18:29:05

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.

A W N

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

Transferring a Repository to Another Owner

1 Click the Repositories tab on the main tab bar.

2 Click the My Repositories tab and click the Change Owner link. The Add Invitation to Transfer Ownership
page opens.

3 Inthe Select Repository drop-down list, select the repository that you want to transfer.

4 In the Invitee Email Address input field, type the email address of the person to whom you want to transfer
the repository.

5 Click Add.

You are returned to the Invitations To 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.

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 Onthe 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 173.

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.

3 C(lick Copy/Import.

Home -= Risk Models (My Primary Repository) -= Instructions Tab

Risk Models /

Select Repository: |M~,r Primary Repository v| Show Models Copy/Import
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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.

Home -= Risk Models (My Primary Repository] - = Copy Repository
Copy Repository

Note: all fields are required

Copy to new repository: ® Name: |Mv Primary Repository Copy

Copy to selected repository: O |My Second Repostory |

Copy Cancel

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 174.

For information about copying repositories, see "Copying a Repository" on page 172.
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.

Home - Risk Models (Sample Models) - = Import Repository

Import Repository

Note: all fields are required

Import to new repository: ® MName: [Sample Models Imported
Import to selected repository: Wy Primary Repository v

Import | | Cancel

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.
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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.

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 175.

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 118.

2 Click the Edit link to the right of the risk scenario that you want to share.

FDA-iRISK® 4.0 User Guide 174 September 2016



Chapter 10: Repositories

3 On the Risk Scenario page, select the Shared check box to indicate that you want to share this risk scenario.

Home - Risk Models (Mv Primary Repasitory) -= Risk Scenarios -> Edit Risk Scenario (Salmonella in peanut buth

Edit Risk Scenario

Instructions

Shared:

Name:

Type:

Pri

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

Name and Parameters

Note: All fields are required

U

Population Groups (1/1) | Notes (0) || Sensitivity Analysis

|Salm0nella in peanut butter |

Results Computed

| ai an

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 113.

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 175.

Inviting Others To Shared Risk Scenarios (Invitations To)

Adding an Invitations

1

Click the Repositories tab on the main tab bar.

2 Click the Invitations To tab and click the Add New Invitation to Share link. The Add Invitation to Share

Repository page opens.

Home - Repositories and Sharing -> Add Invitation

Add Invitation to Share Repository

Select a repository, enter an invitee email address and click "Add".

Note: all fields are required

Select Repository:
Invitee Email Address:

[Add

MNew Repository

| | Cancel |
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Note: the Add New Invitation link is also provided when the Shared To tab is selected.
3 Inthe Select Repository drop-down list, select the repository you wish to share.

4 In the Invitee Email Address input field, type the email address of the person with whom you want to share
the repository.

5 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 Click the Repositories tab on the main tab bar.

2 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.

Home - Repositories and Sharing -= Invitations To Tab

Repositories and Sharing

Instructions || My Repositories || Shared To (2) || Shared From (2) | Invitations To (1) [ Invitations From (0}

Invitations To

Add New Invitation

You have made the following outstanding offers to share your models:

Invitee Repository Actions

j.doe@company.com Primary Repository Edit Delete

3 On the Edit Invitation page, make the required changes.

Home -> Repositories and Sharing -= Edit Invitation

Edit Invitation

Name and Parameters

Note: all fields are required

Invitee Email Address: |j_dge@cgmpany_cum |

Save Save and Close Close

Last Modified: 27-Sep-2014 09:30:19

4 Do one of the following:
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» 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 Click the Repositories tab on the main tab bar.

2 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 177.

Home -> Repositories and Sharing -= Invitations To Tab

Repositories and Sharing

Instructions || My Repositories || Shared To (2) || Shared From (2) § Invitations Te (1) [ Invitations From (0)

Invitations To

Add New Invitation

You have made the following outstanding offers to share your models:

Invitee Repository Actions

j.doe@company.com Primary Repository Edit Delete

"4

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.

Deleting Accounts from the “Shared To” List (Revoke Access)

1 Click the Repositories tab on the main tab bar.
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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).

Home -» Repositories

Repositories and Sharing

Instructions §| My Repositeries § Shared Te (1) 8 Shared From (1) § Invitations To (1) § Invitations From (0)

Add New Invitation

My model is shared with;:

User Account Repository Actions

j.doe@company.com Primary Repository Delete e,

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 C(lick 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.
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Note: All new accounts have access to a set of Sample Models from iRISK@foodrisk.org that will appear in the
“Shared From” list.

Home - Repositories and Sharing -= Shared From Tab

Repositories and Sharing

Instructions || My Repositories | Shared To (0) [| Shared From (7] || Invitations To (1) | Invitations From (0)

Shared From

Models shared with me:

User Account Repository Display Name Enabled Actions
. Primary Repository Sample Models Yes Edit Delete Wiew Models
AR, oy i . : : ol

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.

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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