Feedback Requested for WebCR Upgrades

Dear MedDRA User:

The MSSO is planning a future upgrade to the on-line change request application,
WebCR. As users of this application, your help is needed to improve its features and
functionality.

Attached is a list of planned features, functionality, and fixes. Please provide feedback
and suggestions to mssohelp@ngc.com by Friday 1 October 2010.

Thank you for your continued support.

MedDRA MSSO

i ]
WebCR User
requirements list.doc


https://mssotools.com/webcr/
mailto:mssohelp@ngc.com


WebCR Upgrade

WebCR new functionality and features:

1. Support for SMQ requests (e.g., add term to SMQ, change broad / narrow scope
of PT in an SMQ, etc.). See Figure 2 for prototype screenshot.

2. Support for translation corrections (e.g., change existing translation for the
purpose of correcting spelling or translation improvement). See Figure 4 for
prototype screenshot.

3. Allow more than one supporting attachment (maximum of 5) per change request.
See Figure 3 for prototype screenshot.

4. List staged requests at the bottom of the screen for easier viewing and editing.
See Figure 3 for prototype screenshot.

5. Built in explanations of requested actions (e.g., promote an LLT, reassign
primary SOC, Merge HLT, etc.) to aid the user. See Figure 3 for prototype
screenshot.

6. Allow user to stage requests beyond the 100 per month limit (e.g., in the current
configuration, if a user surpasses 100 requests within a month, the system
denies the addition of new requests until the beginning of the next month. This
requirements proposed to allow users to stage [not submit] requests beyond the
100 per month limit and allow them to submit these requests at the beginning of
the next month.)

7. Clearly indicate in the user interface when one has logged via the read only role
(Subscriber ID and password) which does not allow the submission of requests
vs. the change request submission role (subscriber ID and CR ID). This will
likely be a “READ ONLY” label at the top of the window.





8. Eliminate the need to input wildcard characters (%) in the CR History and Term
search functions. Wildcards will be assumed when performing a search.

The screenshot below shows the current WebCR function to search for MedDRA
terms in the change request database. Note the requirement to use wild card

terms.

; 2)' MSSO Subscriber Change Request Data Entry (WebCR)

Action » Batch » Retrieve » Preference » Logout

(This search supports the current MedDRA Release and
all subsequent approved change requests)

Term (Allow wild char %. For example, %blood% will return all terms containing "bloed")

|%yuur term%

Csoc CHLGT T HLT ©PpT CPT/LLT smg & al

Find Term |

Print

Figure 1 — Current WebCR Find Term function

9. CR History and Term search functions will appear in a separate window to allow
the user to perform searches and enter requests simultaneously.

Currently, the use must navigate to the CR History or Term Search windows,
perform their search, and then navigate back to the screen they were using. This
new proposed feature will maintain the current window and open a new window

for searches.

10. When encountering approved changes in the change request search that were
implemented and had other related change requests, there will be a link back to
the original request to provide more clarity as to why these changes were made.

11. Support for requesting the move of secondary PT links.





12. Allow the entry of requests related to currently staged requests for new terms
that do not exist in the MedDRA ASCII files. (e.qg., if you request a new PT, the
system should allow you to request the addition of a new LLT under the new PT,
the movement of existing LLTs to the new PT, or any action related the proposed

PT. Currently the system prevents this because the proposed PT does not exist
in the current MedDRA ASCII files.)





MSSO Subscriber Change Request Data Entry (WebCR)

MedDRA Terminoclogy Requests
staged Requests: 5

SMQ Requests

Staged Requests: 2

Translation Corrections
Staged Requests: 2

Reconsideration

SMO, Actions

CR / Term Search

Proposed Term (Required)

Optional placement information:

Te SMO
Leve

Justification (Required)

Ostecnecrosis of jaw

Action Explanation:

Submit Stagged
Batches

Osteanecrosis (SMO)

ou have selected the action to add an 5MQ. Flease see the specific

2

information listed in the justifcation requirements field (below) when

requesting a new SMO.

Justification Requirements

For each request of a new SMQ, please answer the following questions in
your justification field:

1. What is the scientific/pharmacovigilance question that led to the
request for this SMQ?

2. Is the current MedDRA hierarchy (e.g., HLTs, FTs) or any existing SMQ,
suitable to address the question? If not, what are the deficiencies in the
hierarchy or existing SMOs that should be addressed?

3. Would your organization be able to address this question without this
new SMOQ, and if so, how? {That is, what would be the strategy and terms
used?)
4. Which SMQ structure (i.e., broad/narrow, hierarchical, algorithm) do you
think would best address the question?

5. How often would your organization need this SMQ (e.g., only once 1o

Attachments (limit 5)

Staged Requests:

I Browse I
Proposed Term | Term Level | Term Name hd| Term Level | Term Name -

Term Level | Term Name -

Batch# | CR Action -

10100036 | AddPT ce cream headache

10100036 | Move PT Pneumocystis jiroveci pneumonia | from HLT| Pneumocystis infections |to HLT | Fungal lower respiratory tract infections
10100036 | Promote LLT Spontaneous ecchymoses | from PT | Ecchymosis

10100036 | Move PT Pneumocystis jiroveci pneumonia | from HLT| Pneumocystis infections |to HLT | Fungal lower respiratory tract infections
10100036 | AddPT ce pick headache

19100037 | Add term to SMQ Gammopathy| to 5MQ | Malignancy related conditions (SMQ)

19100037 | Addterm to SMQ Gammopathy| to 5MQ | Malignancy related conditions (SMQ)

40100038 | Rename Translated Term Paralysis recurrent laryngeal nerve | Code# | 10033830 Language | French

40100038 | Rename Translated Term Pneumonia cytomegaloviral | Code#| 10035676 Language | German

Figure 2 — SMQ Tab
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MSSO Subscriber Change Request Data Entry (WebCR)

MedDRA Terminology Requests
Staged Requests: 5

SMQ Requests

Staged Requests: 2

Translation Corrections
Staged Requests: 2

Reconsideration

Add

Demote a PT

Other

CR / Term Search

Commant

Proposed Term (Required)

Optional placement information:
Primary HLT
Primary S0C
Secondary HLT

Secondary SOC

Justification (Required)

Action Explanation:

Submit Stagged

Batches

"‘ou have selected the action to add & PT. Flease enter the proposed PT

50C placement information and if applicable secondary HLT and S0C

information.

name in the proposed term field. Optionally you may add primary HLT and

Justification Requirements

#5

#3

“Justification” means including 2 statement indicating why the change
request is necessary. Examples of proper justification may include
statements explaining that a concept is needed for accurate coding of

ta terms for the adverse event itself, medical or social history, indication,
or any other codable information within the scope of MedDRA.
Justification for a proposed change to, or movement of, an existing term
should reflect the potential to improve analysis of coded data.

Justification statements may be accompanied by relevant definitions and
ather

s not in MedDRA without explaining the need.

adverse event information (spontaneous or in a clinical trial). This relates

ustrative medical or scientific information, but such information by
tself is not adequate justification, nor are statements that indicate a term

Attachments (limit 5)

staged Requests:

| I Browse I

Batch# |_CR Acion -
10100036 | Add PT ce cream headache

10100036 | Move PT Pneumocystis jiroveci pneumonia | from HLT| Pneumocystis infections |to HLT | Fungal lower respiratory tract infections

10100036 | Promote LLT Spontaneous ecchymoses | from PT | Ecchymosis

10100036 | Move PT Pneumocystis jiroveci pneumonia | from HLT| Pneumocystis infections |to HLT | Fungal lower respiratory tract infections

10100036 | Add PT ce pick headache

19100037 | Add term to SMQ Gammopathy| to SMQ. | Malignancy related conditions (SMQ)

19100037 | Add term to SMQ Gammepathy| to $MQ | Malignancy related conditions (SMQ)

40100038 | Rename Translated Term Paralysis recurrent laryngeal nerve | Code# | 10033830 Language | French

40100038 | Rename Translated Term Pneumonia cytomegaloviral | Code#| 10035676 Language | German

Figure 3 — Terminology Maintenance Requests





MSSO Subscriber Change Request Data Entry (WebCR)

Staged Requests: 5

MedDRA Terminology Requests

SMQ, Requests

Staged Requests: 2

Translation Cerrections
Staged Requests: 2

Reconsideration

Total Cha

Action Explanation:

Submit Stagged

Batches

¥ou have selected the action to request the correction of an existing

English Term Name Dyskinesia
MedDRA Code 10013916
Language German

MedDRA term translated from English MedDRA to one of the supported

Current Translated Term Name

Determann Syndrom

anguages. Pleaseefi

Replacement Translated Term Name

Dyskinesie

side of the screen.

Justification {(Required)

in the information in the fields provided on the left

Justification Requirements

Dyskinesia"” (English versicon), is represented in the German translation as "Determann Syndrom” which is a different
medicinal concept. The correct translation would simlply be "Dyskinesie”.

Please state why the replacement term is a better translation.

Attachments (limit 5)

Staged Requests:

| Browse I

Gatch | _ R Acton B Proposed Term | Termtevel [ TermName ——— EdTermicvel ITermName  Etemievel | TemNome K
10100036 | AddPT ce cream headache

10100036 | Move PT Pneumocystis jiroveci pneumonia | from HLT| Pneumocystis infections |to HLT | Fungal lower respiratory tract infections

10100036 | Promote LLT Spontaneous ecchymoses | from PT | Ecchymosis

10100036 Move PT Pneumocystis jiroveci pneumonia | from HLT| Pneumocystis infections |to HLT | Fungal lower respiratory tract infections

10100036 | Add PT ce pick headache

19100037 | Add term to SMQ Gammopathy| to SMQ | Malignancy related conditions (SMQ)

19100037 | Add term to SMQ Gammepathy| to 5MQ | Malignancy related conditions (SMQ)

40100038 | Rename Translated Term Paralysis recurrent laryngeal nerve | Code# | 10033830 Language | French

40100038 | Rename Translated Term Pneumonia cytomegaloviral | Code#| 10035676 Language | German

Figure 4 — Translation Change Requests





