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Create the Functional Profile definition
The base for the new Functional Profile is the Base Model, FM or FP. The Profile Definition for the
new Functional Profile is based on that Base Model.

Working on the Profile Definition it can happen that you make changes in the Base Model from which
you derive the new Functional Model. To prevent that it is wise to lock the Base Model. For this you
need to install the MAX extension as described in the Installation Guide named,
EHR_S FM_TOOL_C2_Installing the extension_v01

Lock/unlock the Base Model

e Click right on the package with the Base Model, select Extensions and then MAX.

e From this extension select ‘Lock’.

e |If you double click on an element in the Base Model, you see that the element is locked, right
upper corner. See figure 1.

BE £HR-S FM Function: CP.4 Manage Orders @11/10/2014 1:33:59 PM [
=
CP.4 Manage Orders =
D CP.4
Mame™ CP .4 Manage Orders
Statement Provide the ability to manage clinical orders and results including medication. non-medication. diagnostic tests. blood products, other -

biologics and refemals, using order sets as appropriate.

Description The provision of clinical care includes the need to order from a variety of treatments using order sets as appropriate as well as reviewing
the results of treatment. Orders for treatments may include medications, non-medication therapies (e g., physical therapy, special dit,
Change MNote immurizations, non-allopathic regimens); diagnostic care (e g., laboratory , radiology); blood products and other biologics {e.g., blood
transfusions, human growth hormones). Patients are often refemed to other health care providers for more specialized diagnostic
waorkup, and/or treatment. An effective EHR-5 must include support and management of these processes and associated
documentation.

* = Profiled Ok Apply Help

Figure 1. Locked function in the Base Model.
e To unlock the Base Model, use the same path, but select ‘Unlock.
Create Profile Definition

e Inthe Base Model select a section and click right.
e Select Extension and HL7 FM.
e Select Edit Profile in the menu. See figure 2.
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Figure 2. HL7 FM Extension menu.

The result of this is shown in figure 3.
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1. The Edit Profile form

Criteria for selected Header or Function
%1 CP.1.1401 The system SHALL provide the abilty to manage cun® ~ 1t history includin
21 CP.1.1#02 The system SHALL provide the abiliy to manage the identity of clinicians involv
] CP.1.1403 The system SHOULD conform to function [[CPS.2.1]] (Support extemally-sourc
% CP.1.1404 The system SHALL conform to function CPS.2.2 (Support extemally-sourced Cli

CP.7 Menage Fuwe Care E|| W | ] CP.1.1105 The system SHALL provide the abiy to capture famiy history.
E [7] CP.1.1#06 The system SHALL provide the ability to capture social history.
EP-a Manage Patient Education [7] CP.1.1#07 The system SHALL provide the abilty to capture as patt of the patient history th. .
Commuication [7] CP.1.1408 The system SHALL provide the abilty to capture structured data in the patient ...
Bocsirut 2] CP.1.1409 The system SHALL maintain and render documentation made in a nondinear as...
Emng — aon %21 CP1.1410 The system SHOULD provide the abilty to present mutiple levels of data (og vi

21 CP.1.1411 The system SHOULD provide the abilty to capture patient history adhering to a
[7] CP.1.1#12 The system SHOULD provide the abilty to capture an indication of the patient"..
[7] CP.1.1213 The system SHOULD provide the abilty to capture Investigational Product (e.g...
CP.1.1#14 The system SHOULD provide the ability to manage information regarding past

«Header» CP.1 Manage Clinical History

jon: capture reason for change / institutional memory

Select by ID

Figure 3. User interface (UI) for the Profile Definition.

e On the left you see the list with headers and functions that are in the specific section, in this case
Care Provision.

e Also on the left, on the bottom, are the actions for the selected header and functions (the colored
options). You can exclude, include, deprecate or delete them.

e Also on the left, on the bottom, is the possibility to search for a header or function, search is done
by entering the ID.

e Also on the left, on the bottom, is the possibility to sort the headers and functions in another way.
See figure 4.
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E Profile Definition for Section: Care Provision E\@

Care Provision Criteria for selected Header or Function
CP.1 Manage Clinical History
CP.1.1 Manage Patient History
CP.1.2 Manage Allergy, Intolerance and Adverse Reaction List
CP.1.3 Manage Medication List
CP.1.4 Manage Problem List - )
EEJ .2 manage lHeaHh-RelateE Factors List [ CP.1.1#05 The system SHALL provide the ability to capture famity history.

-1.6 Manage Immunization List [ CP.1.1#06 The system SHALL provide the ability to capture social history.

- - ) . ) N

EE] 8 m:ﬂ:g: E:tid;fﬂa'ai‘;”g;?ﬁgf;eégo”hm'c' Devies Lt [ CP.1.1#07 The system SHALL provide the abifty to capture as part of the patient history th...
CP.1.9 Manage Adverse Everts [T] CP.1.1#08 The system SHALL provide the ability to capture structured data in the patient ...
CP.2 Render extemally-sourced Information [¥] CP.1.1#0% The system SHALL maintain and render documentation made in a nondinear as...
CP.2.1 Render extemally-sourced Clinical Documents . F 1.1#10 The system ULD provide the ability to present rn|J|t||:||' eve
CP.2 2 Render extemally-sourced Data ULD provide the abifty to

CP.2.3 Render Emi Medical S Originated Dat .
CP24 H:;d:; m:ﬁ:l;cgouiégzinﬁija;gel: ® 3 [ CP.1.1#12 The system SHOULD provide the ability to capture an |nd|cat|0n of the patient”..
[ ©P.1.1#13 The system SHOULD provide the ability to capture Investigational Product e g...

CP.2.5 Manage Patient-Originated Data

CP.3 Manage Clinical Documentation

CP.3.1 Conduct Assessmerts

CP.3.2 Manage Patient Clinical Measurements

CP.3.3 Manage Clinical Documerts and Notes

CP.3.4 Manage Patient-Specific Care and Treatment Plans
CP.3.5 Acknowledge/Amend Other Provider Documentation
CP.4 Manage Orders

CP.4.1 Use Order Sets

CP.4.2 Manage Medication Orders

For selected Criterion

<|F

Select by ID [l Grouwp =

Change note  Description: capture reason for change / institutional memory

Figure 4. Edit Profile form with Headers and Functions sorted in another way.

e On the right the list with criteria for the selected header of function, in this case CP.1.1 Manage
Patient History.

e If the function is included, all the criteria are included by default. By checking out the box twice,
empty box, the criterion is excluded. The criterion is grey now.

. == By clicking on this button the selected element is opened in the Project Browser. In the
process of reviewing the element you can also review the relationships in the Traceability View.

e In the top navigation select View, and select Traceability View. Drag this window next to the
Tagged Values. See figure 5. See User Guide ‘TraceabilityElements.pdf’ in chapter ‘browse’.
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«Cl= CP.1.1#04
«Cl= CP.1.1#05
1 «Cl= CP.1.1#06

B «Cl» CP.1.1%07 =
1| m r

e B@ i@
4 CP.1.1 Manage Patient History
i 4 =} subtype of
4 [[] CP.1.1 Manage Patient History
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b = OWNS
» =2 owned by
» 4= links from
» =2 part of
» @= composed of
4 -+ depends on
» [ CP5.2.1 Support extemallysourced Clinical [
» [ CPS5.2.2 Support extemally-sourced Clinical [
» =2 owned by

14 | M 3

@Notes @Proper‘ties @Taggecl ‘ﬁ?Traceabil..._

Figure 5. Traceability view of the selected element in the Edit Profile form.

2. Actions on headers and functions

Headers and Functions are excluded by default. If you want to have a function in your Functional
Profile, you need to include that function. The parent of that function, this can be a header, will be
auto-included in the Functional Profile. So a header will be included when you are including functions
of that header. There is no need to include the header explicitly.

e When you include a Header or Function, this will be shown as Green. You will see in the Profile
Definition, in the Tagged Value, the included function.

e When you deprecate a Header or Function, this will be shown as . You will see in the
Profile Definition, in the Tagged Value, that the function is deprecated, it is indicated as DEP.

e When you delete a Header or Function, this will be shown as Red. You will see in the Profile
Definition, in the Tagged Value, that the function is deleted, it is indicated as D.
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e A function can be excluded after it was included. All explicit excluded functions are in the Profile
Definition and indicated as Excluded in the Tagged Values.

The result of including a function for the Profile Definition is shown in figure 6.

If there is a reference in a criterion, for example ‘CP.1.1#03 The system SHOULD conform to
function CPS.2.1 (Support externally-sourced Clinical Documents) to capture, store and render
previous external patient histories’, function CPS.2.1 will be auto-included in the functional profile,
because of the ConsequencelLink in the model. So check the relevancy of that criterion and the
reference in it. Use the Sync button for that. In EA the selected function is opened. Now you can
review the relationships in the Traceability view.

If you don’t want to have that reference function in you Functional Profile, you need to exclude the
criterion in which the reference is included. So in that case CP.1.1#3 needs to be excluded.

Check again, because a referenced function can still be included because of another relationship.

More about relationships between function see the ‘How-to Guide for creating functional profiles’, file
name How-to Guide_R2_final, the specific parts ‘Referencing Other Criteria or Functions’ in chapter
5.7 and ‘Check for Dependencies and Co-relations’ in chapter 5.10.

n Profile Definition for Section: Care Provision = _E,L
> Criteria for selected Header or Function

CP.8 Manage Patient Education
4 Communication
CP.9 Manage Care Coordination
& Reporting
«Header» CP.1 Manage Clinical History

CP.1.1 Manage Patient History

CP.1.2 Manage Alergy. CP.1.2#11 The system SHALL provide the abity to render an allergy, intolerance, and =N <
tolerance and Advers._ CP.1.2#12 The system SHOULD provide the abity to render the st of allergies, intolerar

CP.1.2#13 The system MAY restrict the an.lmo render the list of aﬂeﬂ;e: intolerances
CP.1.3 Manage Medication List

iR R2-G- 3% ©
«HL7-FM-ProfileDefinition» Testing9
& Testingd

CP.1.4 Manage Problem List

!I
waIA 18po g

CP.1.5 Manage Heath-Related

Factors Lt g cria :
¥cpil .
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: & § «Cl» CP.1.2402
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AiAe &) Testings 8 «Cla CP1.2#05
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Figure 6. Example of a Profile Definition.
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If you want to edit the header or function (name, statement or description):

e Select the header or function and select Include.

e Double click on that header or function in the Edit Profile form on the left.

e The form of that header or function will open and changes can be made. See figure 7.

e This can also be done by including the header or function and double click on that header or
function in de Project browser view. The form will also open.

o To compare the changes with the original text, click ‘Switch to base element’.

e To save the changes you made, click on Apply if you still want to continue working. Click OK if you
also want to close the form.

& £HR-S FM Function: CP.1.1 Manage Patient History (Profile Definition) @11/24/2014 12:40:18 PM =
CP.1 Manage Clinical History / CP.1.1 Manage Pa

D CP.11 Priority® EN v
Name CP.1.1 Manage Patient History
Statement Manage medical, procedural/surgical, mental health, substance use, social and family history positive and -

negative histories, patientreported or extemally available patient clinical history

Description™ The history of the cumrent illness and patient historical data related to previous medical diagnoses, surgeries and other procedures -
performed on the patient, clinicians involved in procedures or in past consultations, and relevant health conditions of family members is

Change Note captured through such methods as patient reporting (e.g.. interview, medical alert band) or electronic or non-electronic historical data.
This data may take the form of a pertinent posttive such as “The patient/family member has had..." or a pertinent negative such as
"The patient/family member has not had...". When first seen by a health care provider, patients typically bring with them clinical
information from past encounters. This and similar information may supplement locally captured documentation and notes wherever
appropriate. Information regarding the patient's living situations may be an important means for a provider to uniquely identify a patient or
to identify illnesses that may occur within a given proximity. Information regarding past or present living situations or environmental
factors related to the patient or the fetal death may include a description of the father's type of occupation and occupational
demographic information (such as the name and location of the employment). For example, it may be important for the clinician to know
that the patient works in an occupation where lead exposure is common. k may also be important for the clinician to know that the
patient lives in a ld where asbestos routinely appears on clothing.

Changed the t.

“=Profiled [ Ok | [ Cancel | [ Apply | Help

Figure 7. An in the Edit Profile form selected function.

In the function the description can be changed. If you ‘Switch to base element’, you will see that
everything is locked to prevent you from making changes in the base model. See figure below.
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BE £HR-S FM Function: CP.1.1 Manage Patient History @11/24/2014 11:36:49 AM =5
- = - = = il
CP.1 Manage Clinical History / CP.1.1 Manage Patient History o
D CP11
MName CP.1.1 Manage Patient History
Statement Manage medical, procedural /surgical, mental health, substance use, social and family history. This includes pertinent positive and ~

negative histories, patientreported or extemally available patient clinical histony.

Description The history of the cument ilness and patient historical data related to previous medical diagnoses, surgeries and other procedures -
performed on the patiert, clinicians involved in procedures or in past consultations, and relevant health conditions of family members is

Change Note captured through such methods as patient reporting (e.q., interview, medical alert band) or electronic or non-electronic historical data.
This data may take the form of a pertinent positive such as " The patient/family member has had..." or a pertinent negative such as
"The patient.family member has not had...". When first seen by a health care provider, patients typically bring with them clinical
information from past encounters. This and similar information may supplement locally captured documentation and notes wherever
appropriate. Information regarding the patient’s living situations may be an impartant means for a provider to uniquely identify a patient or
to identify ilnesses that may occur within a given proximity. Information regarding past or present living situations or environmental
factors related to the patient or the fetal death may include a description of the father’s type of occupation and occupational
demographic information (such as the name and location of the employment). For example, it may be important for the clinician to know
that the patient works in an occupation where lead exposure is common. it may also be important for the clinician to know that the
patient lives in a household where asbestos routinely appears on clothing.

Back to Profile Definition Element “_Profiled | Ok Spply Help

Figure 8. Form of a function opened in the Edit Profile form with locked view ‘Switch to base element’.

NOTE: changes in headers and functions are bound by certain rules. These rules are described in the
‘How-to Guide for creating functional profiles’, file name ‘How-to Guide_R2_final’.

The * next to a field indicates that the element is profiled (included or changes were made).

Principles:

e If you include a function, the parent of that function will be included in the compiled profile
automatically!

e If you include a criterion in where there is a reference to another function, this function will be
included automatically.

NOTE: All the actions you perform needs to be saved. This is done by closing the Edit Profile.

3. Actions on criteria
Criteria of a selected and included header or function are included in the Profile Definition by
default.

¢ If you include a function, all criteria will be included automatically by the compiler.

o If you don’t want to have a criterion in the functional profile, you have to explicitly exclude that
criterion. See figure 9. Select that criterion in the Edit Profile form and click twice on the box. The
checkbox is empty and the criterion is grey. See figure 5.
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E Praofile Definition for Section: Care Provision E@

Criteria for selected Header or Function
2801 The ",-sh:m LH-—<|_|_ mll:lr- the a I:nlrt', to man:

CP.8 Manage Patient Education
& Communication

CP.9 Manage Care Coordination —
& Reporting

«Header» CP.1 Manage Clinical History de the jtuil'rt', T report of N
ALL provide the ability to m. e the source of allergy, intolers
ALL provide the ability to
de the ability to
0 :lr— the :tulrt', to

O
O
[Fllc

CP.1.1 Manage Patient Histor

Q=

CP.1.2 Manage Allergy,
Intolerance and Advers...

CP.1.3 Manage Medication List CF
]

_ O
CP.1.4 Manage Problem List
CF.1.5 Manage Health-Related 'Tl o 5
Factors List
CP.1.6 Manage Immunization List -
Select by ID Group

Figure 9. Edit Profile form with excluded criteria. <

o If the function is included automatically because of a reference in another function, all the criteria
of that function will be included automatically. You need to review them.

e If you change a criterion in the function (text and/or optionality), the function will be also included
automatically. In that case you don’t need to explicit include the function. However, if in the
process of Profile creation the function needs to be excluded, check the criterion.

NOTE: Remember, a criterion is included in the Profile Definition when you include a function. Only
when you explicitly exclude the criterion it is excluded in the Profile Definition.

If you want to edit a criterion:

¢ Double click on that criterion in the Profile Definition in the Project browser. You will get the
Criteria Form. See figure 10.
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—
I EHR-S FM Criterion: CP.1.2#01 (Profile Deﬁniﬁo@qu/zom 2:59:05 Ph)- [
CriterionID 1 =~ Row# 48 = Priority v
Criterion Text The system SHALL provide the ability to manage allergy, intolerance, and adverse reaction to drug, food, medical -
products (e.g.. vaccines, biologics, devices, chemicals) or environmental triggers as unique, discrete entries.

("] Conditional || Dependent  Optionality SHALL v
Swiitch to base Element [ Ok ][ Cancel |[ Apply || Help

- - e W W

Figure 10. Criteria Form for editing the criterion.

e Change the optionality: select the Optionality field and choose the optionality you want.
e The changed optionality can be seen in the Tagged Values of that criterion in the Profile Definition.
See figure 11.

Tagged Values * I x

B8 @ a X 9O

5 Class (AS.1.1406) ~
ChangeNote <memo>"

ExemalRaference Alas §170.314(d)(E) Emergency access

BxdemalReference KeyFun... <memo>”

Optionalty SHALL<Changed optionality | |_

Qualfier 1
S from AS.1.1406

MAX:-ID 1402

Row 1395

Condtional N

Dependent Y

Figure 11. Tagged Values of a selected criterion with changed optionality.

NOTE: follow the rules for changing the optionality. See in the standard chapter 6 Conformance
Clause.

Functional domain profiles claiming conformance to the Functional Model MAY’

e Change the text of the criterion: this is done in the field Criterion Text. Click Apply to confirm the
changes.

e See the original criterion text: click on ‘Switch to base Element’; you can read the original text of
the criterion. See figure 12. Notice that the fields are grey. This is because you are viewing the
text in the Base Model. You are prevented for making changes in the Base Model.
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E EHR-5 FM Criterion: CP.1.2#01 @4,/11/2014 11:33:47 AM . — ﬁ
Criterion ID |1 : Rowsf |48
Cniterion Text | The system SHALL provide the ability to manage allergy, intelerance, and adverse reaction to drug, food, medical -

products (e.g., vaccines, biologics, devices, chemicals) or environmental tiggers as unique, discrete entries.

Conditional Dependent Opticnality | SHALL

Back to Profile Definition Element | Ok HCanceI ][ Apply ] Help

Figure 12. The Criteria Form with the original text of the criterion.

To assign the Priority click on the dropdown menu in the box Priority and select the priority you
want to assign, Essential Now, EN, Essential Future, EF or Optional, OPT.

Assigning a priority can be done on both function and criterion level. State in the Profile Metadata how
you assigned the priorities and how to interpret them. This because:

You can assign Essential Now on function level, but certain criteria of that function can be
assigned Essential Future.

You can assign a priority on function level and this is applicable for all the criteria of that function.
You can only assign priority on criteria level.

The result of a validation of the Profile Definition is a warning that not all priorities were assigned or
that there is an inconsistency in assigning the priorities.

Another functionality for ‘Priorities’ is assigning a new priority, a priority created for the project.

Just enter the abbreviation of the new priority in the Priority field.

Describe the new priority in the Profile Metadata in the Priorities Definition as follows: EFT — text
(abbreviation space-spaceexplanation).

In the custom form the full text of the abbreviation is shown if you go to the priority field (tooltip
function).

Click OK when you are done editing the criterion.

The changed text of the criterion is also changed in the Edit Profile form (figure 3).

In the Profile Definition the text of included criteria is not shown in the Notes. However, if the
criterion text was changed, this text can be viewed in the Notes.

Principle: everything that was changed can be viewed in the Profile Definition. Even if a criterion was
excluded, deprecated or deleted this is included in the Profile Definition. Elements that were included
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in the Profile Definition, but not changed, are included in the Profile Definition, but text and optionality
are not shown. The Changelndicator that indicates that something was changed compared to the base
model will be added in the compiled profile.

4. Add functions and/or criteria
To add Functions or criteria to the Functional Profile Definition, see the user guide
‘AddingEHR_S_FMFPcomponents.pdf in chapter Edit FP.

5. Compile the Functional Profile

If you want to compile the Functional Profile you are creating, you can do that by selecting the
package Profile Definition, right click, go to Extension and HL7 FM and select Compile Profile. See
figure 7.

@ Demonstration - Enterprise Architect HL7 FM » Import R1.1 >
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Figure 7. Compile the new functional profile.

How to manage the new Compiled Functional Profile is described in chapter ‘Creation’ in the user
guide ‘7CreateCompiledProfile.pdf’.
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