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1

Introduction

The Negative Formulary Change Request System provides a coordinated approach for Part D Sponsors
and Consultants to submit negative formulary change requests to CMS for review. All submissions are
evaluated by CMS and decisions allow Part D Sponsors to adjust formulary files accordingly.

Negative formulary change request submissions represent requests to make certain modifications to the
most recently approved formulary.

The Negative Formulary Change Request Submission module in the Health Plan Management System
(HPMS) is organized into the following five functional areas:

Submit Negative Change Request(s) — Allows the user to create new Negative Formulary Change
Requests. You will be required to select a formulary and associate a type of change (TOC) to each
NDC/drug that you intend to submit a negative change request for.

Withdraw Negative Change Request(s) — Allows the user to withdraw one or multiple negative
change requests (provided the review status of the negative change request is “Not Started”).

Incomplete Negative Change Request Submission — Allows the user to open and finalize a negative
change request submission which has been interrupted (e.g. browser failure, logged off prior to
finalizing submission).

Apply Submitted Negative Change Request(s) to Other Formulary IDs — Allows the user to select
previously submitted negative change requests and apply them to additional formularies as
applicable.

Reports — Allows the user to access the Status History Report to view the status and review
comments for all successfully submitted negative change requests.

Negative Formulary Change Request Submission Module User Manual Introduction
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2 Negative Formulary Change Request Submission Module

To access the HPMS Negative Formulary Change Request module, select the Plan Formularies link from
the left navigation bar. The Formulary Maintenance option will be available in the pop-up menu.

To access the Negative Formulary Change Request module for contract year 2009, select the CY 2009
Negative Formulary Change Request link from the Formulary Maintenance page.

Exhibit 2-1 HPMS Home Page-Plan Formularies, Formulary Maintenance Link

3 : Home Page - Microsoft Internet Explorer provided by ederal -
HPMS: Hy P Mit ft Ints t Expls ded by CGI Federal &) x
| Ble Edt Vew Favortes Took Help | e

J (Poack -

Address [&] https thpmswebtsecure home.asp J Links

A8«
Health Plan Management System

Home

G Hello Administrator All Functionality !

Plan Formularies Formulary Submission
Formulary Review

Eome s

Negative Formulary Change Requests
NCR Review 004 and 2005 MPPF.

This is a U.S. Governmen drug card bulletin #15,

computer system subject 4 organization monitoring review guide cover memo and attachments 1 and 2.
Federal law. 10/05/2004 Release of letter re; 2005 Model Evidences of Coverage,

10/04/2004 - 10/05/2004 Second MCO preview of 10/19 MPPF update

9/29/2004 Release of updated drug card reporting requirements
9/27/2004 Release of Medicare Health Outcomes Survey (HOS) Cohort 4 Performance Measurement Reports and Cohort 6 Baseline Reports in HPMS

9/20/2004 - 9/22/2004 MCO preview of C¥ 2005 handbook data and 10/19 MPPF update.
9/20/2004 Release of drug card bulletin #14 (sttachments 1 and 2).

9/20/2004 Update to Chapter 13 of the Medicare Managed Care Manual

9/17/2004 3rd Quarter Medicare Managed Care Manual Training Call,
9/13/2004 Release of Yersion 3.0 of HPMS Monitoring Worksheet Tool,

9/13/2004 Deadline for C¥ 2005 ACRP uploads.

9/10/2004 Release of mema re: the 2005 Medicare Part B premium and rates and the PBR/SE.

9/8/2004 Release of memo re: the Part B premium and the ACR.

9/8/2004 Release of cover memo and attachments 1, 2, 3, 4, and 5 re: pancreatic islet cell transplants,
9/7/2004 - 9/10/2004 Annual Managed Care Enrollment and Payment Conference in Baltimare, Maryland,
9/7/2004 Update to Chapter 17 of the Medicare Managed Care Manual,

9/7/2004 Release of drug card bulletin #11 (attachment 1),

9/7/2004 Release of drug card bulletin #12,

9/7/2004 Release of drug card bulletin #13 (Attachments 1, 2, 3, 4).

Click here far the archived In the Mews items.

Top of Page

Back

- |

T T
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Exhibit 2-2 Formulary Maintenance Page-Negative Formulary Change Request Contract Year Link

E j HPMS: 015 — Formulary Maintenance - Microsoft Internet Explorer provided by CGI Federal =181 x|
Fle Edt Vew Favortes ook Help [Junks | &=
Qk - ) - |ﬂ @ h | /,_jSEarEh \;”:(Favnntes {‘3‘ - :7 ] ',Dﬁ 2 | GRS S @
My b Search | [Dsearch [-] adess [E] ure{FHR003(FH_CY asp = B

| Google[C- e @ M - B - | € sockmarks~ G20 blocked | T check ~ 'y Autolink = - Auiof | (e Sendtow () settings =

Health Plan Management System

Home

CY 2009 - Negative Formulary Maintenance
Formulary Change
Request

CY 2009 - Outlier

Justification » To access the Negative Formulary Change Request Module for Contract Year 2009, select the "CY 2009 - Negative Formulary Change Request” link,

= To access the Outlier Justification Module for Contract Vear 2009, select the "CY 2009 - Qutlier Justification” link,

Top of Page
Back -
‘ x | Discussions ™ | 1] (7 £ %7 | || & biscussions not available on htp: fhpmswebdz) @

To access the Negative Change Request Module, you must click on the “CY 2009 — Negative Formulary
Change Request” link on the left hand navigation bar. Once the link is selected, you will be able to access
the Negative Formulary Change Request Module page.
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Exhibit 2-3 Negative Formulary Change Request Module

2 HPMS: NCR Submiission — Negative Formulary Change Request Submission Stark Page - Microsoft Internet Explorer provided by CGI Fe 181 x|

| Ele Edk Vew Favortes Took Help | *
Jesa:kv» @8

Health Plan Management System

Agdress |§] http: fihpmswebt fsecure/FM2009/ncr_submission_home,asp?PI=

JL\nks >

Home

Submit NCR(s) Negative Formulary Change Request Submission Start Page

Withdraw NCR(s)
Submit NCR(s) - Create and submit negative change requests for a single farmulary 10, vou will have the option to apply these changes to other formularies after your NCR
Incomplete NCR(s) submission is completed.

Submission Withdraw NCR(s) - Withdraw submitted negative change requests. You may withdraw any completed negative change request that has a CMS review status of "not started.”

. Incomplete NCR(s) Submission - Finalize the submission for negative change requests that were entered, validated and saved today, but whose completion was interrupted.
Apply Submitted Interrupted NCR{s) are only available on the same calendar day that the NCR(s) are created,

NCR(s) to Other If an update to the formulary is submitted after the NCR(s) are created, the change requests may be viewsd, but not submitted,

Formulary IDfs) Apply Submitted NCR(s) to Other Formulary ID(s) - Select completed negative changs request submissions and apply them to additional formularies.
Reports - the following report is available:

Status History Report - View the status of successfully submitted negative change requests.

Documentation - the following documentation is available:

User Guide

Reports

Documentation

Help Help - Access the NCR Submission on-line help tool

Top of Page

Back
-]

] Done [ [ [ [ [&diocalintranet

The following links will be available on the left navigation bar:

e Submit NCR(s) -- Allows the user to create and submit new negative change requests for a single
formulary ID.

e Withdraw NCR(s) -- Allows the user to withdraw any negative change requests that have a CMS
review status of “Not started”.

e Incomplete NCR(s) Submission -- Allows the user to open and finalize (i.e. final submission for
review) an NCR Submission which has been interrupted (e.g. browser failure, logged off prior to
finalizing submission, etc.....).

o Apply Submitted NCR(s) to Other Formulary ID(s) -- Allows the user to select previously
completed negative change requests submissions and apply them to additional formularies.

e Reports --Allows the user to access the “Status history report” to view the status and reviewer
comments for all successfully submitted Negative Change Requests.

e Documentation — Allows the user to access their User Manual for Negative Formulary Change
Request submissions.
Negative Formulary Change Request Submission Module User Manual ~ Negative Formulary Change Request Submission Module
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e Help — Allows the to access on-line help for the Negative Formulary Change Requests submission
module.
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3 Submit Negative Change Request(s)

The “Submit NCR(s)” link on the left hand navigation bar when clicked, will navigate you to the
“Negative Change Request Selection” page. This page allows you to create and submit new negative
change requests for a single formulary. This function allows you to select one or more Affected Drugs
from a single formulary ID (FID) and assign a type of change (TOC) to each drug. You may search for
the Affected Drug(s) by Proxy NDC, Brand Name or Generic Name.

Exhibit 3-1 Negative Change Request — Affected Drug Search Page

2 HPMS: NCR Submission - Submit NCR(s) - Microsoft Internet Explorer provided by CGI Federal _|=i x|
Fle Edt View Favortes Tooks Help | &
» »
@ Back - Address |ej biep: thpmevebt fsecure/FM2009/ncr_Submission_Search, asp?Pl=1505030100008F romPg=navbar x| Go JLmks

Health Plan Management System

Home

Submit NCR(s)
Search Formulary Records

1. Select one Formulary ID
2. Search by Proxy NDC, Generic name or Brand Name (use at least 3 letters of the drug name in the search criteria)
3. Click Search (Searches that return more than 300 records may significantly slow the system response time).

Formulary 103 [ Solact a Formulany D9~

Search Formulary for Affected Drug(s) by:

Generic Name
Brand Hame

Go To: NCR Submission Home |Submi |Incomplete NCR(s) Submission |Apply Submitted NCR(s) to Other Formulary 1D(s) |Reports |Documentation

|
& [T N3 tocalintranet
The following fields will be displayed on the Negative Change Request Selection page:
Field Definition
Formulary ID Drop Down. It displays formularies for which you can submit a negative change
request. Only one formulary ID may be selected.
Negative Formulary Change Request Submission Module User Manual Submit Negative Change Request(s)
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Search Formulary for Drop Down. You can select an option for the Affected Drug Proxy NDC,
Affected Drug(s) by: Affected Drug Generic Name or Affected Drug Brand Name.

Affected Drug Proxy NDC Text entry. The proxy NDC must be 11 digits. You may enter multiple NDCs
separated by a comma.

Affected Drug Generic Name | Text entry. You may enter full or partial Generic Names. You may enter multiple
Generic Names separated by a comma. This field is NOT case sensitive.

Affected Drug Brand Name Text entry. You may enter full or partial Brand Names. You may enter multiple
Brand Names separated by a comma. This field is NOT case sensitive.

Please complete the following steps to view search results:

1. 1. Selectaformulary ID from the drop down. Only one formulary ID can be selected on this page.

2. 2. Select the desired search parameter (Proxy NDC/Brand name/Generic name) from the “Search
Formulary for Affected Drug(s) by” drop down and then enter the specific search criteria.

3. 3. Click the “Search” button to view the formulary drugs displayed for the entered search criteria.

Negative Formulary Change Request Submission Module User Manual Submit Negative Change Request(s)
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Exhibit 3-2 Negative Change Request - Affected Drug Search Results

| 2l HPMS: NCR Submission - Submit NCR(s) - Microsoft Internet Explorer provided by CGI Federal x|
File Edit Wiew Favorites Took Help | &
G Back + J»’«gdress €] bttp: finpmswebtfsecure/FH2009/ner_Submission_Search asp?Pl=150509010000 Qe JL\nks >
Search Formulary Records Al
1. Select one Formulary ID.
2, Search by Proxy NDC, Generic name or Brand Name {use at least 3 letters of the drug name in the search criteria),
3. Click Search (Searches that return more than 300 records may significantly slow the system response time),
Fomwlans 101 [Gn00gRes =
Search Formulary for Affected Druals) by: IErand Name j |E,,BS, Eoee iie, BRAND,Brand,RAND
Search
Select Records and Assign Type of Change (TOC)
1. Select the NDE(s) for which you are submitting change requests. Use the "Select All" check box if submitting requests for all NDC(s), or use the
individual check boxes if only submitting changes for a subset of NDC(s).
2, Select a Type of Change for each NDC or select a single Type of Change and click the "azsign TOC to All" button.
3. Click the "Continue to NCR Details" button, Only NDC(s) checked as part of Step 1 and associated with a Type of Change in Step 2 will be carried through
the submission
NOTE: In order to apply a single Type of Change to all selected drugs, please select the Type of Change from the TOC drop-down menu and
click the 'Assign TOC to All" button.
ToGC: [Selecta Type of Change) =l Assign TOCt Al Continue to NCR Details |
Select Type of Change (TOC) Affected Drug Proxy | Affected Drug Brand Name | Affected Drug Generic | Dosage |ROA [Strength| Tier
All NDC Name Form
L
O [(Selecta Type of Change ) = 58914050156 CANASA MESALAMINE (5-A54) SUPP RECT [1000 MG |3
(] [-Selecta Type of Change] = 00065033230 PATANASE OLOPATADINE SOLN NASL D6 % 4
HYDROCHLORIDE
] Selecta Type of Change) = 00026286151 PRECOSE [4CARBOSE TaBS ORAL[SDMG |4
[a] Selecta Type of Change) =l 00026286251 FRECOSE [ACARBOSE TaBS ORAL 100 MG |2
(] Selecta Type of Change’) = 00026286351 PRECOSE [ACARBOSE TaBS OReL[25 MG |+
Continue to NCR Details
Go To: NCR_Submission Home |Submit NCR(s) |Withdraw NCR(s) |Incomplete NCR(s) Submission | Apply Submitted NCR(s) to Other Formulary ID(s) |Reports | Documentation
I
[&] pane [T [ S Localintranet
The above exhibit (3-2) displays the search result as it initially loads. The following fields will be
displayed after you search for records based on the entered search criteria.
Field Definition
TOC Drop Down. You may select one type of change from a list that can be applied
to all selected negative change requests by using the
"Assign TOC to All” button. The complete type of change descriptions are
displayed in the drop down.
Assign TOC to All Push button. It allows you to assign a single type of change (TOC) to all the
selected negative change requests.
Type of Change (TOC) Drop Down. You may select one type of change from a list that will be applied to
a single selected record. The complete type of change descriptions are
displayed in the drop down.
Negative Formulary Change Request Submission Module User Manual Submit Negative Change Request(s)
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Select All

Affected Drug Proxy NDC

Affected Drug Brand Name

Affected Drug Generic Name

Affected Drug Dosage Form

Affected Drug ROA

Affected Drug Strength

Affected Drug Tier

Check box. You may check the Select All check box to select all of the
displayed drugs. If you do not want to select all of the items, you may uncheck
the corresponding box for each affected drug.

Display Only. It displays the Proxy NDC code based on the previously entered
search criteria.

Display Only. It displays the Brand Name of the drug based on the previously
entered search criteria.

Display Only. It displays the Generic Name of the drug based on the previously
entered search criteria.

Display Only. It displays the Dosage Form based on the selection on previously
entered search criteria.

Display Only. It displays the Route of Administration based on the previously
entered search criteria.

Display Only. It displays the Strength of the drug based on the previously
entered search criteria.

Display Only. It displays the Tier of the drug based on the selection on the
previously entered search criteria.

Negative Formulary Change Request Submission Module User Manual

Created: November 20, 2008

Revised: December 12, 2008/Version No. 01.00

Submit Negative Change Request(s)

12



Exhibit 3-3 Negative Change Request Selection page — Select Affected Drug Records and Assign
a Type of Change (TOC)

23 HPMS: NCR Submission - Submit NCR(s) - Microsoft Internet Explorer provided by CGI Federal == x|
File Edt Yew Favorites Took Help | i
(Poack - 7 Jngdress [ hitpijhpmswebtsscureFiengsjner_Submission_Search. asp?PE=150509010000 B Junks >

|
Search Formulary Records
1. Select one Formulary 1D,
2. Search by Proxy NDC, Generic name or Brand Name (use at Isast 3 letters of the drug nams in the ssarch criteria),
3. click Search (Searches that return more than 300 records may significantly slow the system response time).
Formulary 10¢ ,—_IDDDDEEEE S
Search Farmulary for Affected Drugls) by: |Erand Name j |anas, cose i, BRAND,Brand,RAND
Search

Select Records and Assign Type of Change (TOC)
1. Select the NDC(s) for which you are submitting change requests, Use the "Select all" check box if submitting requests for all NDC(s), or use the

individual check boxes if only submitting changes for a subset of NDC(s).
2, Select a Type of Change for each NDC or select a single Type of Change and click the "Aszsign TOC to All" button.
3. Click the "Continue to NCR Details" button. Only NDC(s) checked as part of Step 1 and associated with a3 Type of Change in Step 2 will be carried through

the submission.
NOTE: In order to apply a single Type of Ghange to all selected drugs, please select the Type of Ghange from the TOC drop-down menu and

click the 'Assign TOC to All* button.

Toc: [¢Selecta Type of Change) | Assign TOC 1o Al Cortinue to NCR Details |
Select Type of Ghange (TOG) Affected Drug Proxy | Affected Drug Brand Name Affected Drug Generic Dosage ROA Strength Tier

All NDC Name Form

L

[u] [Selecta Type of Change) = 55914050156 CANASA MESALAMINE (5-ASA) SUPP RECT [1000 MG |3

O [=electa Type of Change) = 00085033230 PATAMASE OLOPATADINE SOLN NASL[0.6 % |+

HYDROCHLORIDE

[=] a Type of Change-) B 00026286151 PRECOSE ACARBOSE TaRS ORAL 50 MG |4

[~ B il PRE G B 00026286251 PRECOSE ACARBOSE TaRS ORAL 100 MG |2

[a] [¢-8slecta Type of Change-) B 00026286351 PRECOSE ACARBOSE TaRS ORAL 28 MG |4

Cantinue to NCR Details
Go To: MCR Submission Home |Submit NCR{s) | YWithdraw NCR(s) |Incomplete NCR(s) Submission |Apply Submitted NCR(s) to Other Formulary ID(s) |Reports |Documentation

|

@ [T

[ [ [ [&dLocalintranet

Please complete the following steps to proceed to the Negative Change Request Details page:

4. Click the “Select All” check box to select all the drugs displayed for the formulary (or) if you want
to choose only a subset of the displayed formulary drugs, you must click the check box
corresponding to the specific drug(s).

Select a type of change from the “TOC” drop down (displayed to the left of “Assign TOC to all”
button) and click on the “Assign TOC to All” button to apply the selected type of change to all of
the displayed formulary drugs; OR if you want to apply a different type of change to each selected
drug, you must select a type of change from the drop down box in the table corresponding to each
drug.

6. Verify that all of the Affected Drugs of interest have a check in the checkbox and are associated to
a Type of Change (TOC). Only drugs that have been selected as indicated with a check mark and

that have been assigned a type of change will move forward in the process.

Click the “Continue to NCR Details” button to view the “Negative Change Request Details” page
for the selected records.

Negative Formulary Change Request Submission Module User Manual Submit Negative Change Request(s)
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4 Negative Change Request Details

The Negative Change Request details page, allows you to enter the required information needed to
process the request for the previously selected drugs and their associated TOCs. Required details that
need to be entered will depend on the type of change (TOC) assigned to the drug. During this stage, you
may elect to remove a selected negative change request, add negative change requests for more drugs, or
cancel the entire negative change request submission.

* The example shown corresponds to the Type of Change Brand Step, Add FRF Generic without Step.
For details associated with all other TOCs, please see Appendix A.

Type of Change — Brand Step, Add FRF Generic without Step

The system shall allow you to select Brand Step, Add FRF Generic without Step as a Maintenance Type
of change (TOC) request.

Exhibit 4-1 Type of Change — Brand Step, Add FRF Generic Without Step

T} HPMS: NCR Submission - NCR Details - Microsoft Internet Explorer provided by CGI Federal —18] x|
| Fle Edt dew Favortes Took Help ‘ =
HPMS Health Plan Management System =
e Home
NCR Details

Change Request 1 0of 1

Formulary 10: [nnn06ees

Type of Change: [Brand Step, Add FRF Generic without Step

Affected Drug Details:

Proxy NDC Brand Name Generic Name Dosage = ROA |Strength Tier
Form
00026286251 PRECOSE ACARBOSE T4BS ORAL 100 MG |2
[ PA Type [ ST Type | sTmanstep | QLY/N [ QL Days [ QL Amt |
o ] o [1 ER) an |

Required Information

1. Enter Offset Information {Offset NDC, Brand Name, and Tier} if applicable. -
2, Click "validate Offset Information” button if applicable.

3. Enter Offset Utilization Management Information, if applicable.

4. Enter a valid Effective Date.

5. Select an "Apply to New Starts Only" option, if applicable

6. Enter affected Drug New Tier and Utilization Management Information, if applicable.

7. Enter a Justification, if applicable.

8. Click the "Subrmit NCR" button.

Offset Drug Details:

Offset NDC Brand Name Generic Name Dosage ROA Strength Tier
Form
E
Validate Ofset Infarmation
[ PA Type [ ST Type | sTMmaxstep | QL Y/N [ QL Days [ QL Amt |
]| | | | Jrue. \
- |
[&] pore [T [ [N3iocalinkranet
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The above screen shot (Exhibit 4-1) displays how the Negative Change Request Details page will look
initially when loaded.

Required Information Section:

The following fields displayed under the Required Information section are required data entry fields need
to process the negative change request. **Note some of these fields are specific to this TOC example for
Brand Step, Add FRF Generic without Step.

Field

Definition

Offset NDC

Offset Brand Name
Offset Generic Name
Offset Dosage Form

Offset Route of
Administration

Offset Strength

Offset Tier

Offset PA Type

Offset ST Type

Offset ST Max Step

Offset QL Y/N

Offset QL Days Supply

Offset QL Amt

Effective Date

A required Proxy NDC Code entry which is available in the existing Formulary
Reference File. Once the Offset Proxy NDC Code is entered and validated, the
associated Brand Name, Generic Name, Dosage Form, Route of
Administration, and Strength will be populated. Note — You must enter an 11
digit numeric code with no spaces or special characters.

Display only. Pre-populated based on the offset drug NDC.

Display only. Pre-populated based on the offset drug NDC.

Display only. Pre-populated based on the offset drug NDC.

Display only. Pre-populated based on the offset drug NDC.

Display only. Pre-populated based on the offset drug NDC.

Drop down. Must be selected by the user and cannot exceed the highest tier
level for the most recently approved formulary flat file. The value must be
greater than zero.

Based on the Affected Drug PA Type and TOC, this field may be display only or
may require an entry by the user.

Based on the Affected Drug ST Type and TOC, this field may be display only or
may require an entry by the user.

Based on the Affected Drug ST Max Step value and TOC, this field may be
display only or may require an entry by the user.

Based on the Affected Drug QL Y/N and TOC, this field may be display only or
may require an entry by the user.

Based on the Affected Drug QL Days Supply and TOC this field may be display
only or may require an entry by the user.

Based on the Affected Drug QL Amt and TOC this field may be display only or
may require an entry by the user.

Must be at least 60 days from the submission date

Negative Formulary Change Request Submission Module User Manual
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Apply to New Starts Only Drop down. A Yes or No option must be selected by the user

Affected Drug ST Type Drop down. Must be selected by the user.

Affected Drug ST Max Step Drop down. Must be selected by the user. This value represents the maximum
step value for the affected drug across all protocols it may be included in.

Exhibit 4-2 Type of Change — Brand Step, Add FRF Generic Without Step — Offset Identifier

Information
/23 HPMS: NCR Submiission - NCR Details - Microsoft Internet Explorer provided by CGI Federal o[]S
| B Edt dew Favorkes Todk el | 2
Proxy NDC Brand Name Generic Name ‘ Dosage | ROA Strength‘ Tier N
Form
[nonzs2s6251 |PrECOSE [scarBOSE [Taps [oraL  [100 MG [z |
[ PA Type [ ST Type | sTMaxstep | QL Y/N [ QL Days [ QL Amt |
o o Io [r |30 oo |
Required Information
1. Enter Offset Information (Offset NDC, Brand Name, and Tier) if applicable.
2, Click "validate Offset Information" button if applicable.
3. Enter Offset Utilization Management Information, if applicable.
4. Enter a valid Effective Date.
5. Select an "Apply to New Starts Only" option, if applicable.
6. Enter Affected Drug New Tier and Utilization Management Information, if applicable.
7. Enter a Justification, if applicable.
8. Click the "Submit NCR" button.
offset Drug Details:
Offset NDC Brand Name Generic Name Dosage ROA Strength| Tier
Form
16252052501 1 =l
Validate Offeet Information
[ PA Type [ ST Type | sTmaxstep | QL Y/N [ QL Days [ QL amt |
B = [ Hv pua |
Effective Date (mm/dd/yyyy): E Apply ta New Starts Only: |(—Selec\aNewSIan3 Only Option-) |
affected Drug Tier:
[ Current [ New |
B [ E
Affected Drug Current and New Type:
| current sTType | New ST Type |
P I |
| Current STMax Step | New ST Max Step | =l
[&] pare [T [ [N Lecalinrane
Step 1 — Enter the Offset NDC and Offset Tier.
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Exhibit 4-3 Type of Change — Brand Step, Add FRF Generic Without Step — Offset Identifier
Information Validation

2} HPMS: NCR Submission - NCR Details - Microsoft Internet Explorer provided by CGI Federal . -1
| Hle Edt ew Favores Teck el | & |
=l
Change Request 1 of 1
Farmulary 10 [i0006665
Type of Change: [Brand Step, Add FRF Genericwithout Step
Affected Drug Details:
Proxy NDC Brand Name Generic Name Dosage | ROA [Strength| Tier
Form
[nop26286251 |PrRECOSE |acarBOSE [Taps loraL [1o0 MG |2 |
[ PA Type [ ST Type | sTmaxstep | QL Y/N [ QL Days [ QL Amt |
o o o [1 200 ) |
Required Information
1. Enter Offset Information {Offset NDC, Brand Name, and Tier) if applicable.
2, Click "validate Offset Information” button if applicable.
3. Enter Offset Utilization Management Information, if applicable.
4. Enter a valid Effective Date.
5. Select an "Apply to New Starts Only" option, if applicable.
6. Enter Affected Drug New Tier and Utilization Management Information, if applicable
7. Enter a Justification, if applicable.
8. Click the "Subrit NCR" button.
Offset Drug Details:
offset NDC Brand Name Generic Name Dosage |[ROA Strength| Tier |
Form
16252052501 ACARBOSE ACARBOSE TABS  |oRaL 100 MG [q E|
Walidate Offset Infarmation
[ PA Type [ ST Type | sTMmaxstep | QL Y/N [ QL Days [ QL Amt |
Jo =l Ef Ji =z Joo |
Effective Date (mm/dd/yyyy): = Apply to New Starts Only: [(-Select & New Starts Only Option-) |
Affected Drug Tier:
[ Current [ New |
B | | g
[&] pone [T [ N3 Localintranet

Step 2 - Click on the “Validate Offset Information” button. The application will populate the
corresponding offset drug details (Brand Name, Generic Name, Dosage Form, ROA and Strength).

Step 3- Where applicable you must enter the appropriate values for the Offset Drug’s Prior Authorization
Type (PA Type), Step Therapy Type (ST Type), Step Therapy Max Step Value (ST Max Step), Quantity
Limit Yes or No Indicator (QL Y/N), Quantity Limit Days Supply (QL Days), and Quantity Limit
Amount (QL Amt). Please note that the Step Therapy Max Step Value is the maximum step therapy value
for this offset drug across all of the step therapy protocols it may be included in.
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Exhibit 4-4 Type of Change — Brand Step, Add FRF Generic Without Step — Affected Drug and
Other Required Information

£} HPMS: NCR Submission - NCR Details - Microsoft Internet Explorer provided by CGI Federal =181 x|

Fle Edt W¥iew Favortes Took Help | I
Gsack (S 2 Iﬂ @ ;]|/f7search \i'\}’Favar\tes £ i @l - E‘" ﬁ o 4 JL\nks ?

Required Information

1. Enter Offset Information {Offset NDC, Brand Name, and Tier) if applicable.

2. Click "validate Offset Information” button if applicable.

3. Enter Offset Utilization Management Information, if applicable.

4. Enter a walid Effective Date.

5. Select an "Apply to Mew Starts Only" option, if applicable

6. Enter affected Drug New Tier and Utilization Management Information, if applicable
7. Enter a Justification, if applicable.

8. Click the "Submit NCR" button.

Offset Drug Details:

offset NDC Brand Name Generic Name Dosage |[ROA Strength| Tier
Form
16252052501 ACARBOSE WCARBOSE TARS ORAL (100 MG {4 j

Validate Offset Infarmation

[ PA Type [ ST Type | sTmaxstep | QL Y/N [ QL Days [ QL Aamt I

Jo =l 2 | [=lfo Joo |

Effective Date {mm/dd/yyyy): 03/26/2009 :I Apply to New Starts Only: ez ﬂ

Affected Drug Tier:

[ Current [ Newt |

P | |

Affected Drug Current and New Type:

[ current 8T Type | New ST Type

P fi |

|
| Current STMax Step | MNew ST Max Step |
P 2 |

Reset | Subamit NCR | Remove NCR

|

© [ [T [ [SdLocalintranet

Step 4 - You must enter a valid effective date, select yes/no for ‘Apply to New Starts Only” and enter the
new Affected Drug Step Therapy Type and Max Step value. Please note that the Affected Drug Step
Therapy Max Step Value is the maximum step therapy value for this affected drug across all of the step
therapy protocols it may be included in.

Step 5 — After entering all of the required information you may either reset all of the entered information,
submit the NCR with the entered information or remove the NCR entirely.

1. Reset button: Click on the “Reset” button to reset all of the required information entered on the
page.
2. Submit NCR button: Click on the “Submit NCR” button to submit your negative change request.

The application will perform a series of validations based on the required information you have
entered and prompt you for modifications if needed.

3. Remove NCR button: You may elect to remove the displayed affected drug NCR record. The
system will display a pop-up message to confirm that you want to remove the NCR. From this pop-
up message, please click on the “OK” button to remove the NCR or click on “Cancel” to go back to
submit an NCR for the drug.

Negative Formulary Change Request Submission Module User Manual Negative Change Request Details
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Exhibit 4-5 Change Request Details page — After Completion of Required NCR Information

i HPMS: NCR Submiission - NCR Details - Microsoft Internet Explorer provided by CGI Federal 181 x|

| Ele Edk Vew Favortes Took Help | *

J@Ba:k Q- |ﬂ @ 7h|/:jSEarch \_.’:\?Fevuntes {f}‘ -l @l - L J E,‘y a3

JL\nks >

Health Plan Management System

Home

NCR Details

Note: All NCR(s) are complete. To add additional drugs to the request, please click the "Select More Drugs" button.

Formulary 10 [iiieess Select More Drugs

NCR Submission Details

1. Click on the "Complete Submission" button to finalize all submitted NCR(s).
2, Click on the "Cancel Submission" button to cancel all submitted NCR(s).

Complete Submission Cancel Submission
History:
The following are individually submitted NCR(s) waiting to be finalized.
Type of Change Affected Drug Affected Drug Brand Name Affected Drug Generic Name Dosage ROA |Strength | Tier
Proxy NDG Form
Brand Step, Add FRF Generic without Step 00026286251 PRECOSE ACARBOSE TARS ORAL |100 MG |2

Go To: MCR Submission Home |Submit NCR(s) | withdraw NCR(=) |Incomplete NCR(s) Submission |Apply Submitted NCR(s) to Other Formulary I0(s) |Reports |Documentation

&] Done [ [ [ [ [&diocalintranet

Step 6 - Once the required information for each NCR has been entered and submitted the user will have
the option of adding more drugs to this NCR session, completing the submission process for the already
entered NCRs or canceling the entire group of NCRs for this session. The drugs and associated TOCs
that have been submitted thus far will be displayed in the history table at the bottom of the page.

1. Select More Drugs: This option allows the user to navigate back to the “Negative Change Request
Selection” page where the user can search for additional drugs to add to their overall negative
change request submission for the same formulary ID. This button will only be available after the
required information has been entered and submitted for the last negative change request in the
group. If you want to add more drugs to your negative change request submission, please click on
the “Select More Drugs” button. The application will navigate you to the “Negative Change
Request Selection” page. You must search for the drugs you want to add and follow the steps
mentioned in the previous sections of the document.

2. Complete Submission: This option allows the user to cancel all of the NCRs submitted in this
session. To finalize all of the NCR(s) you submitted, please click on the “Complete Submission”
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button. The application will navigate you to the “Negative Change Request Completion” page. See
the History Table for the list of pending NCRs awaiting completion.

3. Cancel Submission: This option allows the user to cancel all of the NCRs submitted in this session.
To cancel all of the NCR(s), please click on the “Cancel Submission” button. A pop-up message
will verify if you want to cancel the negative change request(s). From this pop-up, please click on
the “OK” button to cancel all the negative change requests submitted so far OR click on the
“Cancel” button to return to the “Negative Formulary Change Request Submission Module” page.
See the History Table for the list of pending NCRs that will be cancelled by this action.

Exhibit 4-6 Negative Change Request — Completion page

2} HPMS: NCR Subnnission - NCR Submission Completion - Microsoft Internet Explorer provided by CGI Federal =181 x|

Fle Edt View Favortes Toos Help | A

Peack - () - |ﬂ @ 7:\J|/.’]Search \jt(Favar\tes {f}‘ i Wl - L J E.’y a3

JL\nks ?

Health Plan Management System

Home

NCR Submission Completion

Nete: After you complete this Submission, you may withdraw individual Change Requests through the Withdraw module. To view the Justification, click the Affected Drug Proxy NDC hyperdink.
Type of Change | Effective Date | Apply to | Affected Drug Affected Drug Affected Drug | Affected Drug | Affected Drug Offset Drug NDC | Offset Drug Details Offset

New Starts Proxy NDC Details Tier Quantity Limit Days Supply Drug Tier
Only

Brand Step, 4dd [03/26/2009 ks 00026286251 BN:PRECOSE Current:2 Current:90 Current:30 16252052501 BMN:ACARBOSE 1

FRF Generic GN:ACARBOSE New: New: New: GMN:ACARBOSE

without Step DF:T4BS DF:TABS
ROA:ORAL ROA:ORAL
8TR:100 MG STR:100 MG

Complete Submission | Cancel Submission |

Go To: MCR Submission Home |Submit NCR(=) |Withdraw NCR(z) |Incomplete NCR(s) Submission |Apply Submitted NCR(s) to Other Formulary ID(s) |Reports |Documentation

Drug Details Legend

BN | Brand Name

GMN | Generic Name

OF |Dosage Form

ROA |Route of Administration
STR |Strength

|

[&] pare [ [T [ [SdLocalintranet

Step 7 — Click on the “Complete Submission” button to finalize your negative change request submission.

The application will prompt you to verify if you want to proceed and navigate to the “Negative Change
Request Submission Successful” page.
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Exhibit 4-7 Negative Change Request — Submission Successful page

2§ HPMS: NCR Submission - NCR Successful Submission - Microsoft Internet Explorer provided by CGI Federal 181 x|
| Ble Edt Vew Favortes Took Help | e

= — = Y e N .
JGBEEK Q- |ﬂ @ Jj|/.35earch . Favarices e,}‘ e v - J @‘p ﬂ 3 JL\nks

Health Plan Management System

Home

NCR Successful Submission

Your Negative Change Request(s) for Formulary 1D(s) D0DDBE66 have been submitted and are available for Status Review.

Go To: MCR Submizsion Home |Submit NCR(s) |Withdraw NCR(z) |Incotmplete NCR(s) Submission |Apply Submitted NCR(sY to Other Formulary ID(s) |Reports |Documentation

=

[ [ [ [ [&diocalintranet

&] Done

Step 8 — Your change requests have now been submitted successfully. Click on “Ok” button after which a
pop-up box will ask whether you want to apply the successfully submitted change request(s) to other
formulary IDs. From this pop-up, click the “OK” button to proceed or click the “Cancel” button to return
to the “Negative Change Request Submission Module” page.

Note: If you want to apply the negative change request(s) to other formularies, please refer to Section 6 of
this document for the appropriate steps.
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5 Withdraw Negative Change Request(s)

The Negative Formulary Change Request Submission system shall allow you to select negative change
requests that you wish to withdraw from the review process. You will access the withdrawal page from
the Negative Formulary Change Request Submission left navigation bar. A parameter page will be
provided to allow you to retrieve a potential list of items based on Formulary I1D(s), Type of Change
(TOC) and/or Submission Date Range. Only line items in a review status of “Not Started” will be
displayed as available for Withdrawal.

Exhibit 5-1 Withdraw Negative Change Request(s) — Parameter Page

2l HPMS: NCR Submiission - Withdraw NCR(s) - Search Page - Microsoft Internet Explorer provided by CGI Federal

Health Plan Management System

Home

Submit NCR(s) Withdraw NCR(s) - Search Page

Withdraw NCR(s) 1. Search for the NCRs for withdrawal based on
2. Formulary 1D(s) and/ar
Incomplete NCRis) b. Type of Change and/or

Submission c. Submission Date Range
2. Click Next

Apply Submitted
NCR(s) to Other Formulary ID(s):
Formulary ID(s)

Reports -

Documentation Type of Change:

ion, Add FRFE Generic

Help Brand Tier Increase. Add FRF Generic
Brand P4, Add FRF Generic without PA =l
Submission Date {(mm/dd/yyyy):
From: | H 1o [ =
Fesst MNext
Top of Page
Back
H
[ [ [ ’3tocalntrane
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The following fields will be displayed on this page:

Field Definition

Formulary ID(s) List box. Displays the Formulary ID(s) associated with the user. You may select
one or many IDs; however, if none are selected, the system will display all IDs.

Type of Change List box. Displays the full name of the type of change (TOC). You may select
one or many TOCs; however, if none are selected, the system will display all
TOCs.

Submission Date Range Calendar feature box. The submission date range must be in the date format of

mm/dd/yyyy. Both the “from” and “to” date are required. If a date is not entered,
the system will display all submission dates.

Reset Push button. This resets the page and clears any prior parameter
selections/entries.

Next Push button. This directs the user to the Withdraw Negative Change Requests
page based on the parameters entered.

Please complete the following steps to view the search results:
1. Search for records based on a formulary 1D, type of change and/or submission date range.

a. To search by formulary ID, select one or more formulary 1Ds from the ID window.
Multiple formulary IDs may be selected by hitting the CTRL key and highlighting
multiple formulary 1Ds from the window.

b. To search by type of change (TOC), select one or more TOCs from the TOC window.
Multiple TOCs may be selected by hitting the CTRL key and highlighting multiple TOCs
from the window.

c. To search by submission date range, enter a date in both the “From” and “To” fields
using the following format: mm/dd/yyyy. You can also select a date by clicking on the
calendar icon next to the text boxes.

2. Click the “Next” button to view search results.

3. OPTIONAL.: Click the “Reset’ button to clear any prior parameter selections, as needed.
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Exhibit 5-2 Withdraw Negative Change Request(s) — Search Results Page

A HPMS: NCR Submission - Withdraw NCR(s) - Microsoft Internet Explorer provided by CGI Federal =2 |
| Ble Edt Vew Favortes Took Help | e
J esa:k Q- |ﬂ @ ‘) | /.jsﬁrch . Favarices ej‘ 3~ ;J',r = - J @‘p ﬂ 3 JL\nks
HPMS Health Plan Management System g
—_— Home
Withdraw NCR(s)

Total Mumber of Recards = 1

Select| Submission Formulary ID - Yersion Status Submitted TOC  Apply| Affected Affected Affected | Affected | Affected | Effective | Offset Drug | Offset New Offset
All Date to | Drug Proxy Drug Details Drug Tier Drug |Drug Days Date NDC Drug Details | Drug
| New NDC Quantity = Supply Tier

Starts/ Limit
Only
r 12/12/2008 DO006666-v14 Mot Started Brand Step, add FRF |¥ 00026286251 BN:PRECOSE |Current:2 |CGurrent:90 Gurrent:3003/26/2009 16252052501 BN:ACARBOSE|L
Generic without Step GN:ACARBOSE News: New: New: GN:ACARBOSE|
DF:TABS DF:TABS
ROA:ORAL ROA:ORAL
STR:100 MG 8TR:100 MG
Back “ithdraw Export To Excel

Drug Details Legend

B Brand Name

GN Generic Name

DF  |Dosage Form

RO& |Route of Administration

STR |Strength

Go To: NCR Subrission Home |Subrit NCR{s) |Withdrsw NCR(s) |Incomplete NCR(S) Submission |Apply Submitted NCR(sY to Other Formulary 10(s) |Reports |Documentation

=l
&] Done [ [ [ [ [&diocalintranet
The following fields will be displayed on this page:
Field Definition
Select All Check box. Allows the user to select all, one or multiple displayed negative
change requests for withdrawal
Submission date Display Only. The data for this field is pre-populated based on when the
negative change request was entered in the system.
Formulary ID-Version Display Only. The data for this field is pre-populated based on the formulary ID
and version for which the specific negative change was requested.
Status Display Only. The data for this field is pre-populated and indicates the review
status of the negative change request.
Decision date Display Only. The data for this field is pre-populated and indicates the date that
a CMS decision status of approved or denied was entered.
Comment to Plan Display Only. The data for this field is pre-populated and shows applicable CMS
review comments.
Submitted Type of Change Display Only. The data for this field is pre-populated based on the negative
change request submitted
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Apply to New Starts Only

Affected Drug Proxy NDC

Affected Drug Details

Affected Drug Tier

Affected Drug Quantity Limit

Amount

Affected Drug Quantity Limit
Days Supply

Effective Date

Offset Drug NDC

Offset New Drug Details

Offset Drug Tier

Display Only. The data for this field is pre-populated based on the negative
change request submitted.

Display Only. The data for this field is pre-populated based on the negative
change request submitted.

Display Only. The data for this field is pre-populated based on the negative
change request submitted.

Display Only. The data for this field is pre-populated based on the negative
change request submitted.

Display Only. The data for this field is pre-populated based on the negative
change request submitted.

Display Only. The data for this field is pre-populated based on the negative
change request submitted.

Display Only. The data for this field is pre-populated based on the negative
change request submitted.

Display Only. The data for this field is pre-populated based on the negative
change request submitted.

Display Only. The data for this field is pre-populated based on the negative
change request submitted.

Display Only. The data for this field is pre-populated based on the negative
change request submitted.

Please complete the following steps to withdraw negative change requests:

1. Select the negative change request(s) to withdraw. The user can click on the “Select All"” check box

to withdraw all of the NCRs (or) can select one or more NCRs to withdraw by clicking on the
check box corresponding to each record.

2. The user can click the “Export to Excel” button to view all associated negative change request
fields in MS® Excel.

3. Click the “Withdraw” button. This will change the status of the selected rows to Withdrawn.

4. OPTIONAL: The user can also click on the “Back” button to navigate to the previous page and
search for other records.
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6 Incomplete Negative Change Request Submission

The system shall allow you to access Negative Formulary Change Request Submissions which have not
been completed or finalized. Your negative change request submission may be interrupted for a number
of reasons (e.g. network outage or browser failure while in the process of completing a Negative
Formulary Change Request). Upon entering the Incomplete NCR(s) Submission page from the Negative
Formulary Change Request Submission left navigation bar, you will be able to complete any submitted
NCR(s) which have been entered, but not yet finalized. Incomplete Negative Change Requests will only
be available for completion on the same date as the interrupted submission. A history of each
successfully submitted change request will be maintained.

Note — You will not be able to modify any previously submitted negative change requests, nor will you be
able to append additional negative change requests to the existing negative change request submission.

Negative Formulary Change Request Submission Module User Manual Incomplete Negative Change Request Submission
Created: November 20, 2008
Revised: December 12, 2008/Version No. 01.00 26



Exhibit 6-1 Incomplete Negative Change Request Submission — Completion Page

Zj HPMS: NCR Submiission - Incomplete NCR{s} Submission - Microsoft Internet Explorer provided by CGI Federal =[5 x|
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HPMS Health Plan Management System B
—_— Home

Incomplete NCR(s) Submission

Note: After you complete this Submission, you may withdraw individual Cthange Requests through the Withdraw module. To view the Justification, click the Affected Drug Proxy NDC hyperdink.

66-v14 can be submitted
Type of Change | Effective Date | Apply to | Affected Drug Affected Drug Affected Drug | Affected Drug | Affected Drug Offset Drug NDC | Offset Drug Details Offset
New Starts Proxy NDC Details Tier Quantity Limit Days Supply Drug Tier
Only

Brand Step, 4dd [03/26/2009 ks 00026286251 BMN:PRECOSE Current:2 Current:90 Current:30 16252052501 BMN:ACARBOSE 1

FRF Generic GN:ACARBOSE New: New: New: GMN:ACARBOSE

without Step DF:T&BS DF:TABS
ROA:ORAL ROA:ORAL
STR:100 MG STR:100 MG

Complete Submission | Cancel Submission |

Go To: MCR Submission Home |Submit NCR(s) | withdraw NCR(s) |Incomplete NCR(s) Submission |Apply Submitted NCR(s) to Other Formulary I0(s) |Reports |Documentation

Drug Details Legend

B Brand Name

GN | Generic Name

DF |Dosage Form

ROA |Route of Administration
STR |Strength

i}
& [ [ [ [ N3tocalintranet
The following fields will be displayed on this page:

Field Definition

Type of change Display Only. The data for this field is pre-populated.
Effective Date Display Only. The data for this field is pre-populated.
Apply to New Starts Only Display Only. The data for this field is pre-populated.
Affected Drug Proxy NDC Display Only. The data for this field is pre-populated.
Affected Drug Details Display Only. The data for this field is pre-populated.
Affected Drug Tier Display Only. The data for this field is pre-populated.
Affected Drug Quantity Limit Display Only. The data for this field is pre-populated.
Amount
Affected Drug Quantity Limit Display Only. The data for this field is pre-populated.
Days supply
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Offset Drug NDC Display Only. The data for this field is pre-populated.

Offset Drug details Display Only. The data for this field is pre-populated.

Offset Drug Tier Display Only. The data for this field is pre-populated.

Please complete one of the following steps to address the incomplete negative change request submission:

1. Click the “Complete Submission” button to finalize the submission of your negative change
requests. A pop-up message will prompt you to verify that you want to submit your negative
change request(s). The system will navigate you to the Negative Change Request Submission
Successful page once the submission validations have been completed.

2. Click the “Cancel Submission” button to cancel your pending negative change request(s). A pop-up
message will prompt you to verify that you want to cancel the pending negative change request.

From the pop-up page click “OK” to cancel the submission. This will bring you back to “Negative
Change Request Submission Module” Page.

Exhibit 6-2 Negative Change Request — Submission Successful page

£} HPMS: NCR Submission - NCR Successful Submission - Microsoft Internet Explorer provided by CGI Federal
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You must click on the “OK” button to finalize your negative change request submission. A pop-up box
will appear to ask whether you want to apply the successfully submitted change request(s) to other
formulary IDs. From this pop-up, click the “OK” button to proceed to the “Apply Submitted Negative
Change Request(s) to Other Formulary ID(s)” page or click the “Cancel” button to return to the “Negative
Change Request Submission Module” page.
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7 Apply Submitted Negative Change Request(s) to Other Formulary
ID(s)

This function allows you to search for successfully submitted negative change requests and apply them to
other formularies. You may select this page at any time after the initial NCR submission. There will be a
parameter page to allow you to narrow the search for Negative Change Requests to be applied to other
formulary IDs. You may select one, many or all change requests from the display to apply to other
formularies.

Exhibit 7-1 Apply Previously Submitted Negative Change Request(s) to Other Formularies —
Parameter Page
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Step 1 —Select ONE Formulary 1D and click on the “Continue” button.
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Exhibit 7-2 Apply Previously Submitted Negative Change Request(s) to Other Formularies —
Parameter Page (continued)
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Step 2 — Select a submission date/time and click on the “Next” button
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Exhibit 7-3 Apply Previously Submitted Negative Change Request(s) to Other Formularies —
Search Results/Selection Page
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Step 3 — Select the additional Formulary ID(s) and the previously submitted negative change request(s)
that you would like to apply to these other ID(s).

The following fields will be displayed on this page:

Field Definition

Apply NCR to Formulary 1D List box. Displays the formulary IDs available to which previously submitted
NCRs may be applied. One or many formulary IDs may be selected.

Select All Check box. Allows the user to select all, one or multiple negative change
records to apply to the selected formulary IDs.

Type of Change Display Only. The data for this field is pre-populated.
Affected Drug Proxy NDC Display Only. The data for this field is pre-populated.
Affected Drug Details Display Only. The data for this field is pre-populated.
Affected Drug Tier Display Only. The data for this field is pre-populated.
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Affected Drug Quantity Limit Display Only. The data for this field is pre-populated.
Amount

Affected Drug Quantity Limit Display Only. The data for this field is pre-populated.
Days Supply

Effective Date Display Only. The data for this field is pre-populated.
Offset Drug NDC Display Only. The data for this field is pre-populated.
Offset Drug Details Display Only. The data for this field is pre-populated.
Offset Drug Tier Display Only. The data for this field is pre-populated.

Exhibit 7-4 Apply Submitted Negative Change Request(s) to Other Formularies — Search
Results/Selection page (continued)
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Step 4 — Click on the “Submit NCR” button. If submission errors occur when trying to apply the NCRs to
other formulary 1Ds the “Export Errors to Excel” button will be activated. The user can export the error
log showing all of the failed. NCRs showing in this error log will not be applied to the intended
formulary.

Step 5 (optional) — Click the “Reset” button to refresh the screen and reset all the entered/selected data.
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The error log will export to MS® excel and contain the following fields:
e 1. Date/Time stamp (within title)
e 2. Formulary ID (FID)
e 3. Type of Change (TOC)
e 4. Proxy NDC (Affected)
e 5. Brand Name (Affected)
6. Generic Name (Affected)
7. Dosage Form (Affected)
e 8. Route of Administration (Affected)
9. Strength (Affected)
e 10. Error Detail
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8 Reports

The system shall allow you to view a Status History Report upon completion of each Negative Formulary
Change Request Submission. The Status History Report will be available to you from the Reports link on
the left navigation bar. The Status History Report will display the total number of Negative Formulary
Change Requests as well as the total number of Withdrawals for a Formulary 1D (cumulative totals).

Exhibit 8-1 Reports Page
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Exhibit 8-2 Status History Report — Parameter Page
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The following fields are available on this page:

Field Definition

Formulary ID List box. Displays the Formulary IDs associated with the user. You may
select one or many IDs; however, if none are selected, the system will
display all IDs.

Type of Change List box. Displays the full name of the type of change (TOC). You may select
one or many TOCs; however, if none are selected, the system will display all
TOCs.

Status List box. Displays valid NCR statuses of Approved, Approved for New Starts
Only, Denied, Withdrawn by Submitter, Withdrawn by Reviewer, In Progress,
and Not Started.

Submission Date Range Calendar feature box. The submission date range must be in the date format
of mm/dd/yyyy. Both the “from” and “to” date are required. If a date is not
entered, the system will display all submission dates.

Decision Date Range Calendar feature box. The decision date range must be in the date format of
mm/dd/yyyy. Both the “from” and “to” date are required. If a date is not
entered, the system will display all submission dates.
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Please complete the following steps to view the Status History search results:

1.

You can search for records based on a formulary ID, type of change, status, submission date range
and/or decision date range.

To search by Formulary ID, select one or more formulary I1Ds from the ID window. Selecting
multiple formulary IDs is possible by hitting the CTRL key and highlighting multiple formulary
IDs from the window.

To search by Status, select one or more Statuses from the status window. Selecting multiple
statuses is possible by hitting the CTRL key and highlighting multiple statuses from the window.

To search by type of change (TOC), select one or more TOCs from the type of change window.
Selecting multiple TOCs is possible by hitting the CTRL key and highlighting multiple TOCs from
the window.

To search by a submission date range, enter a date in both the “From” and “To” fields using the
following format: mm/dd/yyyy. You can also select a date by clicking on the calendar icon next to
the text boxes.

To search by a decision date range, enter a date in both the “From” and “To” fields using the
following format: mm/dd/yyyy. You can also select a date by clicking on the calendar icon next to
the text boxes.

7. Click the “Next” button to view search results based on your selected/entered search criteria.

8. OPTIONAL.: Click the “Reset” button to clear previous selections/entries.
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Exhibit 8-3 Status History Report — Search Results Page
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The following fields are displayed on this page:
Field Definition

Submission Date Display Only. The data for this field is pre-populated

Formulary ID - Version Display Only. The data for this field is pre-populated.

Status Display Only. The data for this field is pre-populated.

Decision Date Display Only. The data for this field is pre-populated.

Comment to Plan Display Only. The data for this field is pre-populated.

Submitted Type of Change Display Only. The data for this field is pre-populated.

Apply to New Starts Only Display Only. The data for this field is pre-populated.

Affected Drug Proxy NDC Display Only. The data for this field is pre-populated.

Affected Drug Details Display Only. The data for this field is pre-populated.

Effective Date Display Only. The data for this field is pre-populated.
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Other Features:
e “Back” button — The application will navigate you to the previous page.

o “Export to Excel” button - Displays all associated field details in MS® Excel.
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Appendix A — Maintenance TOC(S)

Legend: N/A — Not Applicable, R — Required entry field
Type of Affected | Affected | Affected Offset Offset Offset Offset | Offset | Offset Drug | Offset Drug| Justification | Effective | Apply
Change Drug Drug Drug Proxy Newly Newly Tier PA/ST/ | Application | Application Date to New
New Tier | New PA New ST NDC Approved | Approved QL Type Number Starts
Type Type and Code NDC Brand only
Max Step name
Brand Deletion, | N/A N/A N/A R N/A N/A R R N/A N/A N/A R R
Add FRF
Generic
Brand Tier R N/A N/A R N/A N/A R R N/A N/A N/A R R
Increase, Add
FRF Generic
Brand PA, Add | N/A R N/A R N/A N/A R R N/A N/A N/A R R
FRF Generic
w/o PA
Brand Step, N/A N/A R R N/A N/A R R N/A N/A N/A R R
Add FRF Step
w/o Step
Brand Deletion, | N/A N/A N/A N/A R R R R R R N/A R R
Add Newly
Approved
Generic
Brand Tier R N/A N/A N/A R R R R R R N/A R R
Increase, Add
Newly
Approved
Generic
Brand PA, Add | N/A R N/A N/A R R R R R R N/A R R
Newly
Approved
Generic w/o PA
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Type of Affected | Affected | Affected Offset Offset Offset Offset | Offset Offset Offset Drug | Justification | Effective | Apply
Change Drug New Drug Drug Proxy Newly Newly Tier PA/ST/ Drug Application Date to New
Tier New PA New ST NDC Approved | Approved QL Application Number Starts
Type Type Code NDC Brand Type only
and Max name
Step
Brand Step, N/A N/A R N/A R R R R R R N/A R R
Add Newly
Approved
Generic w/o
Step
Removal due N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A R R N/A
to FDA
Mandated
Market
Withdrawal
Removal of N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A R R R
drug due to
new warning
(Black
box/FDA)
Tier Increase R N/A N/A N/A N/A N/A N/A N/A N/A N/A R R R
due to new
warning (Black
box/FDA)
PA Add due to R N/A N/A N/A N/A N/A N/A N/A N/A R R R
new warning
(Black
box/FDA)
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Type of Affected | Affected | Affected Offset Offset Offset Offset Offset | Offset Drug | Offset Drug| Justification | Effective| Apply
Change Drug New Drug Drug Proxy Newly Newly Tier PA/ST/ | Application | Application Date to New
Tier New PA New ST NDC Approved | Approved QL Type Number Starts
Type Type Code NDC Brand only
and Max name
Step
ST Add due to N/A N/A R N/A N/A N/A N/A N/A N/A N/A R R R
new warning
(Black box/FDA)
Removal of drug | N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A R R R
due to new
clinical
guidelines
Tier Increase R N/A N/A N/A N/A N/A N/A N/A N/A N/A R R R
due to new
clinical
guidelines
PA Add due to N/A R N/A N/A N/A N/A N/A N/A N/A N/A R R R
new clinical
guidelines
Step Add dueto | N/A N/A R N/A N/A N/A N/A N/A N/A N/A R R R
new clinical
guidelines
Removal due to N/A N/A N/A N/A N/A N/A N/A N/A N/A N/A R R R
U.S Market
Availability (Non
Safety related)
Part B versus D N/A R N/A N/A N/A N/A N/A N/A N/A N/A R R R
PA
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Appendix B — Non Maintenance TOC(s)

Legend: N/A — Not Applicable, R — Required entry field
Type of Change Affected | Affected | Affected | Affected | Affected | Offset Offset Offset Justificatio | Effective | Apply to
Drug Drug Drug Drug Drug Proxy Tier PA/ST/ QL n Date New
New Tier | New PA | New ST | New QL | New QL NDC Starts
Type Type Y/N Amt and Code only
and Max Days
Step
Formulary Deletion with N/A N/A N/A N/A N/A R R R R R N/A
Offset
Formulary Deletion w/o N/A N/A N/A N/A N/A N/A N/A N/A R R N/A
offset
Tier increase with offset R N/A N/A N/A N/A R R R R R N/A
Tier increase w/o offset R N/A N/A N/A N/A N/A N/A N/A R R N/A
PA Add with offset N/A R N/A N/A N/A R R R R R N/A
PA Add w/o offset N/A R N/A N/A N/A N/A N/A N/A R R N/A
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Type of Change Affected | Affected | Affected | Affected | Affected | Offset Offset Offset Justificatio | Effective | Apply to
Drug Drug Drug Drug Drug Proxy Tier PA/QL/ST n Date New
New Tier | New PA | New ST | New QL | New QL NDC Starts
Type Type Y/N Amt and Code only
and Max Days
Step
Step Add with offset N/A N/A R N/A N/A R R R R R N/A
Step Add without offset N/A N/A R N/A N/A N/A N/A N/A R R N/A
QL Add with offset N/A N/A N/A R R R R R R R N/A
QL Add wi/o offset N/A N/A N/A R R N/A N/A N/A R R N/A
QL Decrease with offset N/A N/A N/A N/A R R R R R R N/A
QL Decrease w/o offset N/A N/A N/A N/A R N/A N/A N/A R R N/A
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Appendix C — Go To Links

The following links may be available in the application. The table below shows which page the links will
navigate you to, within the application:

LINKS PAGE

NCR Submission Home Negative Formulary Change Request Submission
Module Page

Submit NCR(s) Negative Change Request — Affected Drug Search Page

Withdraw NCR(s) Withdraw Negative Change Requests — Parameter Page

Incomplete NCR(s) Submission Negative Change Request Completion Page

Apply Submitted NCR(s) to Other Formulary ID(s) Apply Submitted Negative Change Request(s) to Other
Formularies

Reports Reports

Documentation Documentation
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