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BizIint Smart Charts Lite - Adis Insight Edition is a customized
version of BizInt Smart Charts Drug Development Suite for creating,

customizing and distributing tabular reports from Adis R&D Insight
and Adis Clinical Trials Insight.

With BizInt Smart Charts Drug Development Suite, you can combine
Adis Insight reports with data from other leading pipeline and trials
databases. Learn more at: bizint.com/drugs

Using BizInt Smart Charts Lite

Below is a quick overview of creating reports with Bizint Smart Charts Lite - Adis Insight Edition.
Key features are covered in more detail in pages 2-7.

Creating and customizing your report

Import your search results and save your .wct file (page 2)
View charts, records and images, and change truncation (page 3)

Change and rearrange visible columns, add your own columns,
and save your customized report as a template (page 4)

Sort your report, and hide and move rows (page 4)
Edit the text in cells and color-code cells (page 5)

Create links to related trials, and create simple statistics on your report. (page 5)

Combine and update reports

Combine charts (page 5)

Update reports and identify new and changed information (page 6)

Distributing your report

Printing reports (page 5)
Use File | Export to distribute reports in HTML, Word, Excel and Acrobat (page 6)

/\ AdisInsight

Try the new Summary Records export (page 7)
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BizInt Smart Charts Lite — Adis Insight Edition

Spend a few minutes with this Mini Guide to understand the key features of
BizInt Smart Charts Lite - Adis Insight Edition.

Installing Bizint Smart Charts Lite — Adis Insight Edition

BizInt Smart Charts Lite - Adis Insight Edition is Windows software which needs to be installed on your computer. You
can download the software at: bizint.com/product/adis/

BizInt Smart Charts Lite - Adis Insight Edition is compatible with Windows 7, Windows 8 and Windows 10.

Creating your report

The first step in creating your BizInt Smart Charts report is to import the results of your Adis R&D Insight or Adis
Clinical Trials Insight search.

You can find more information about Bizint Smart Charts support for Adis 119 Drugs 240 Trials 166 Satety Reports 8 Deals
Insight at “Creating Reports from Databases and Hosts” on the Support Show Query  Shars Query  Fd Qusry Seve Query & A Export
section of our website.
Go to: bizint.com/support/create/adis.php for more details. Export Drugs
To export your Adis Insight search results, click on the Export button (on the right Format -

Oxs Ocsv @Bzt  OPDF

below the results table.)
Export Options

On the Export panel, select the "BizInt" option. You can select a range of records and if Select Range

you want to include structures (note: this will result in a larger file.) From|1

Your download will start. Your browser may ask whether you want to save or open the ol

file. We generally recommend that you save the file (it will have a .ard file extension) so
you can re-import it at a later date if necessary.

A maximum of 5000 records allowed per range.

Include chemical structures

If you choose to open the file, the BizInt Smart Charts Lite - Adis Insight Edition To gat the new version of Bizlnt visit hutp:fwwew.bizint.com/productiadis
software should start and open the file. You can also import the file using the
instructions below.

7 Import x
Importing your search results Lookin: [ ] Ads <] « @ e -
. . . . . ldrugs_30-Aug-2021-03_41_42.ard Import Options
Start the BizInt Smart Charts Lite - Adis Insight Edition Dtrals_30-Aug-2021-03.43.21 ard F

Records in the imported file [by database]:
software. peted e By deabece)
240 records: Adis Clirical Trials Database

Select File | Import (not File | Open) from the menu bar. Or, you
can drag and drop your .ard file into the BizInt Smart Charts
window.

Fiename: | Open

| Cancel Create new chart?

QK | Cancel Help

From the Import window, find and select the transcript file P |
that you want to use to create a chart.

A panel will appear showing the number of records in the transcript.
Select Initial Chart Template

Select a chart template:
Chemical Chart

Clinical Applications E_Zhart
After clicking OK you will be asked to select a chart template. Chart templates define the Fompany & Eommercia Chat

Credit Suisse Revenue Forecast [US$m

initial presentation of the report including visible columns. You can change this later, apply a D evelopmert Stalus Cht
. Organizations Chart
different template, and even create your own templates (see page 4.) Praduct Chart

Product Pharmacology Chart
Therapeutic Class Chart

Applying a chart template

Saving your report

Ok | Cancel Help

Use File | Save to save your report as a .wct file. We recommend that you save your report
before you start editing.
Note: Export your report if you want to view it in other applications (see page 6.)
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Viewing charts, records and images

Charts (tables) in BizInt Smart Charts combine the
functionality of a spreadsheet and a table. Each database
record is represented by a row in the chart. A column
represents a field (or elements of a field) from each record.

BizInt Smart Charts supports columns containing images and

“subtables” - tables within cells, such as Disease Status.

All of the records and fields imported to create the report are
contained in the chart file, and can be displayed or hidden at

any time (see Customizing reports on pages 4-5.)

Titling your report

The initial chart title is based on the chart template selected

Filtered Drug Phase

on import. You can edit the title by double-clicking on the title or using View |Title.

Viewing records

To view the complete record associated with a row, double-click on the row number
button, or select the row and View | Records. You can use the arrow buttons or
drop-down menu to move between records. Close the Record Viewer or select View |

Chart to return to the chart.

You can also move between the chart, record and image windows using the icons

on the toolbar.

You can view the related record on the Adis Insight website by selecting View | Record

on Adis Insight.

Viewing images

SMOP(3: CD19.thaNK - ImmunityBio

Chemical_7: Nivolumab biosimilar - Institute of India v

- | oot
Drug | Originator | == == = | |
23 | Ipilimumab biosimilar | CStone Phasel Solid tumours Phasel v China Solid tumours
Pharmaceuticals (Late-stage disease,
Pharmaceuticals | (Originator) letastatc disease)
Solid tumours No development IV Australia
(Late-stage disease) _reported (1)

24 | Teleukin -Philogen  Philogen (Originator) | Phasel Non-small celllung  Phase| v Europe Non-small cefl lung
cancer (Combination cancer
therapy) Acute myeloid

Edit Chart Title Acte myeloid Phasel [ Germany leukaemia
leukaemia Breast cancer
Enter new chat il (Combination therapy) Werkel cell carcinoma
ek ipeling] Breast cancer Discontinued () IV Italy Malignant melanoma
(Combination therapy) Haemangiosarcoma
Nerkel cell carcinoma_ Discontinusd (I IV Denmark, Poland,
Aph Cancel Hel (Combination therapy) Spain, Austia,
T Kingdom,
Germany
Walignant melanoma  Discontinued () 1V Europe
(Combination therapy)
Haemangiosarcoma  Discontinued (I 1V Europe
(Combination therapy)
25 [ NKTR 262 Neidar Therapeutics | Phase Il Solidtumours Phase /I nfratumoural  USA Solid tumours
(Originater) (Combination therapy,
Inoperable Unresectab
Ie, Late-stage disease,
Netastatc disease,
Second-line therapy or

] areater)

26 | Tidutamab - Xencor  Xencor (Originator)  Phase Il Small celllung cancer Phase Il v UsA Small cell lung cancer
(Seconc-ine therapy Werkel cell carcinoma
or greater) Neuroendocrine
erkel cell carcinoma Phase Il 1% Usa tumours
(Late-stage disease, Gastrointestinal stromal

L1 Records: Merkel Cell Carcinoma Pip..
4|8 |[ 2:sns 401 NG =l

argeted high-affinity natural killer cell therapy - ImmunityBio

=

Confidence Rating:

Therapeutic Class (WHO): LO1 (Antineoplastic Agents)
Therapeutic Class (EphMRA): L1 (Antineoplastics)

Originator: Sensei Biotherape utics (Originator)

Other Companies: Sensei Biotherapeutics (Owner): University of Washington (Collaborator)

Last Update: 202107

dis R&D Insight accession number: 800060958
Figh

Highest Phase: Preclinical
Drug Development Phase

06

carcinoma

Indication Phase Roiite’ Caiiitry
Merkel cel Precinical Unspeciied USA

Properties

Commercial Intrody

cocktail, being dev:

Last Phase Change:
Last Trial Update: 2021-06-28
Last Regulatory Status Review: 2021-06-28

Mechanism OF Action: Immunostimulants

uction
SNS 401 NG is a potential first-n-class. multi-antigenic personalized ImmunoPhagea.¢ vaccine
eloped by Sensei Biotherapeutics, in callaboration with University of Washington,
for the treatment of merkel cell carcinoma and other cancer indications includes: head and neck
cancer, lung cancer
polyomavirus phage . Preciinical development is underway in the US.

20210111

melanoma. and triple negative breast cancer. SNS 401 is a merkel cell

Follow the same basic steps to view associated images, e.g., select View | Publisher Images or
double-click on the image in the chart. Images will automatically scale to fit the window and
you can use the drop down menu to zoom the image.

You can paste an image into a cell from the Windows clipboard, including from structure-

drawing tools.

About truncation

If you see text like [CONT.] at the end of text in a cell, this indicates that this field was
truncated during chart creation. Truncation happens when the text is too large to be

effectively displayed in the chart. You can see the full content of the field by viewing the

record.
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Text Truncation Options

Large test blocks in cells will be tuncated after a specified
number of words. Changes to these settings will apply to |4

You can change the text truncation behavior (indicated by [CONT.]) using Options | Text
Truncation in cells. Changes to these options affect new charts, but not existing charts, so
you will need to re-import your search results to see the new truncation behavior.

We do not recommend that you select "Never truncate”, as this could create very tall rows

in your report.

Editing text

new charts that you create:

" Shorter (~40 wards)
% Default (“80 wards) ko
" Longer [~160 wards)

" Cugtom [~ words)

" Mever truncate

Tiuncate large paragraphs: Cancel

Indicate truncation with:  |[COMT.]

You can edit text in any cell, including subcells, by double-clicking in the cell and typing. You can also paste in text on
the Windows clipboard. If you do a lot of cell text editing, we recommend that save your report with a new name.

Use the Text menu to change the font of cells, rows or columns, or to change the style to bold, italics, etc. You cannot
apply a style (e.g. bold, italics, color) to individual words or phrases in the chart or records.

BizInt Solutions, Inc.
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Customizing your report — columns

Changing visible columns

To select the visible columns in your report, and to rearrange
columns, select View | Choose columns. On the left side, you will see all
the columns in your chart. Add the columns you wish to display to
the “Selected Columns” panel at right. Drag the column name or use
the Up/Down buttons to rearrange the order of the columns.

Adding User Columns

To add your own column, select Edit | Add Column. A new untitled

BizInt Smart Charts Lite — Adis Insight Edition

Choose Columns

Available Columns

Selected Columns

Adis R&D Insight accession number
Adverse Events

Brands

CAS Number

Chemical Name
Chenical/Biological Class
Commercial Introduction
Comparative Efficacy
Confidence Rating

Credit Suisse Financial Forecast
Credit Suisse Market Status
Drug Development History

Full Text Link
Highest Phase

Indications

Indications (Extended)

Last Active Status Review
Last Company Review

Last Licensing Status Review

I™ Show empty columns (10 columns)

Drug Development History (Condensed)
Drug Development Phase (Condensed)

Filtered Drug Development Phase

~ Dirug
Originator

Licensee

Licensing Availability

Other Companies (D]
Drug Development Phase

Small Molecule

Mechanism Of Action

Therapeutic Class (WHO)

Therapeutic Class (EphMRA)

|2 |2 =l

10 columns selected (of 53 in chart)

Apply Cancel Help

column appears on the right side of the chart. Double-click on the
column title to change the title. You may also want to change the sort type using View | Column Properties.

Column Properties

Column Properties

You can change properties of columns using View | Column

Properties. On this panel, you can change the column name,

Title: | PR

Width:

specify column width in pixels, and turn on/off links to NCT satvee [phbete =

numbers (see page 5 for more details).

The Sort type drop-down menu lets you specify how values in

I™ Link MCT numbers ta clinicaltiale.gov in HTHML exp

o]

Cancel | Help ‘

this column should be sorted. For example, you can change

the sorting from Alphabetic to Numeric.

Creating and Applying Chart Templates

Chart templates define the initial presentation of the report including visible columns. To apply a new

chart template, select View | Apply Template.

You can create your own chart template by creating a chart you like, then saving this template using

File | Save as Template. There are separate templates for each database.

Customizing your report - rows

Sorting rows

To sort the rows, select View | Sort. You can sort on multiple columns, in ascending
or descending order. Use the check box to control row shading. it

Drug Interaction
Fied Combination
Ful Test Link
Immunogenicity

Hiding and moving rows

Sort Rows:

Calumns;

Adis RED Inzight

CAS MNumber

Indications

To hide rows, use Edit | Hide Row or de-select the rows on the View | Rows panel. You
can select a range of rows and use Ctrl-H as a shortcut to hide the rows. Hidden

rows will not appear in exported or printed reports.

Use View | Rows to rearrange rows or Edit | Move Row to move rows in the chart.

Row Properties

Select a row or cell and then select View | Row Properties
to see information about that row, including source
database, record date, accession number, row update
status, and the URL for the Publisher Record (which can

be edited.)

BizInt Solutions, Inc.

Row Properties

Database: Adis RED Insight (4DRD)
Date: 20210706

Accession Number: 800050358
Row Status: Unchanged

Publisher URL:

hitps://adis. springer. com/drugs/B000609857
Lserld=G359EEE 24bpl de=300151 467 2checksun=6
cediddor247ibe21 5e541dd58: 7] ecaf 3573493c-

Carcel

Chemical Name
Chemical/Biolngical Class Help.
Commercial Introduction
Comparative Efficacy
Confidence Rating

dis Rating Comment
Adverse Events
Antimicrobial Activity

Indications [E xtended)
Last Active Status Review
Last Compary Hame Change ¥

Column Properties

Title: [Highest Phase

width, [100
Sorttype: [ Development Phase -

D ent Phase

"
s.gov in HTML exp

b

Apply Chart Template

Select a chart template;

Clinical Applications Chart

Credit Suisse Revenue Forecast (US$m)
Development Status Chart

Product Phamacology Chart
Therapeutic Class Chart

i3 Cancel Help

Sort Order:
al Highest Phase:

uld A
i, [T
Remove Cancel

Sort

Pk

Ascending

¥ Altemate row shading hen primary sart kep changes

Display Rows

(NN A EEEEE

1 Pembrolizumab biosimilar - PlantF om Comoration/Bio-Manguinhos/Fioez A Apply
2 SNS 401 NG
3 CO19.thaNK - ImmunityBio
4 Nivolumab biosimilar - Lupe: Pharma Group M
5 Rieseatch programme: targeted highaffinity natural kiler cel therapy - Inmur
6 1713000 Move Up
7 Nivolumab biosimiar - NeuClane/S erum Instiute of India
8 Pembrolizumab biosimilar - NeuClone/Senum Instiute: of India ereluoty)
9 Ipifmumab biosirilar - Henlix Biotech
10 WH 602 Cancel
11 WH 504
12 Nivalumab biosinilar - 15U Abiis Help
13 Nivolumab biosimiar - Xbrane
14 Ipiimumab biosimiar - Eden Biokogics
15 Ipilimumab intialymphatic - Sonento Therapeutics
16 Memory cytoking enriched natural kiler cl therapy - ImmurityBio
17 Pasiestide long-acting formulation - Camuus
18 Iatiib chy powder inhalation - Astavate Therapeutics
19 IFxHu2.0

20 Nivolumab biosimilar - Mabpharm
21 Imatinib ophthalwic - Avikgen =

11910ws, 93 selected
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More report features

Color-Coding Cells TRAR XOO0R IS AEEEEE RN B

. T\\netg Color Cells |_Augzqz1lwd

You can color-code cells using 8 predefined colors. Select the cell (or group _agst>< = 2 prosast | :

. . vy Highest Phase Target Last Update
of cells) to color-code, then click on the down arrow next to the paint 0 e L
bucket icon on the toolbar to bring up the Color Cells panel and select i
your color. Or choose Text | Color cell on the menu to color the cell in the ™ Rl Unnatery @rgnaon |+ Gl SR

University of lllinois at Myelofibrosis beta
most recently selected color. I e
Learn more at: bizint.com/support/use/color_coding cells.php S
[ ) Pancreatic cancer -
Hide or show color-coding using View | Enable Cell Colors. T et T e R e
| Malignant melanoma
You cannot highlight/color-code individual words, only cells. B St o o B Enzes M e meicty AR [
Chemotherapy-induced
B — He
Find and Replace resnenses
Use Edit | Find... to find instances of text in the visible columns of your chart. The cell containing the text will be
selected. Use Edit | Replace... to find and replace text in all visible columns in your chart. A B
: : . 1 [Trial Status |Count
Creating Simple Statistics 2 |open " 13
To create a count of unique values in a column, select View | Statistics and select a column. Statistics 3 Completed E
will be saved in a .csv file and can be analyzed in Excel. 4 |Closed 3
Learn more at: bizint.com/support/use/statistics.php 5 |Terminated 3
6 Planned 4

Creating links to trials T ——
You can convert NCT numbers in your chart into full-text links when you export to HTML-based The: [

formats (HTML, Word, PDF and Excel): widt [T50
Sotype [Aphabetc =]

[ Link MCT numbers to clinicaliials.gov in HTML exp

o]

NCT numbers: links go to the corresponding record on ClinicalTrials.gov. For each desired
column in your chart, check the appropriate link option under View | Column Properties.

Cancel ‘ Help |

Printing reports e

Orientation

¢ Porta © lemtesgs

Scaling

Printing

[ Pint first column on each page:

You can change the print settings under File | Page Setup. Under scaling, you can specify
that the chart fits on a specified number of pages in width.

[ Print row number on chart
I~ Page break when main sort value changes

Sle  Altemating shaded rows |10% ¥

* Adustto. [100° % noimal size % Altemate shading based on sort

Use File | Print to print the chart, records, and images. You can print the current record, T s

all records, or a range of records.

© Fitto: " Plain rows separated by lines

[™ Print lines between columns

Margins

Paper Size: | Letter hd

Use File | Print Preview to preview the appearance of a printed chart. s @i @ Torr 1S ;"h
Bottom: |25 ight:

=
=

1

Cancel | Help \

Combining charts

Use File | Combine to combine charts from different R&D Insight or Clinical Trials Insight searches into a single
chart. You cannot combine R&D Insight and Clinical Trials Insight searches into a combined chart.

1. In Step 1, choose the key chart from the list of all open chart files.
2. InStep 2, choose the additional charts to combine.

3. In Step 3, edit the new chart title and select your combine option. Select “Finish” to create your combined
chart. Each visible (not hidden) row in the original charts will appear in the combined chart.

BizInt Solutions, Inc. | 1.714.289

0 | www.bizint.com
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Updating reports

Use File | Update to update reports and identify new and updated records

and cells.

BizInt Smart Charts Lite — Adis Insight Edition

1. In Step 1, you select the “older” chart to be updated.

2. in Step 2, select the chart with new information.

3. InStep 3, update the chart title and select your update option, then

select "Finish."

A Row Status column appears in the updated chart. New rows are
colored in green and changed cells in updated rows are highlighted in

blue.

Distributing reports

Adis CTI Study
Record |Row Status| Official Study Tite | LatestUpdate| EndDate | ppase Indication
4 | 700340331 Added Neoadjuvant Cemiplimab 2021-08-10 Phasel  Merkel cell carcinoma
in Stage Il Merkel Cell
Carcinoma: Safety and
Biomarker Analysis
5 | 700341020  Added Clinical study of SNS 401 2021-08-11 Phasel  Merkel cell carcinoma

NG for the treatment of
Merkel Cell Carcinoma

6 | 700001934  Updated

With Merkel Cell
Carcinoma

APhase Il Study of G3139 2018-04-28
(Genasense) in Patients

2007-01-01 Phasell | Merkel cell carcinoma

7 | 700001944 Updated | APhase II Trial of

Neuroendocrine

STI571Imatinib (Gleevec
(R)) (NSC-T16051) in

Carcinoma of the Skin
(Merkel Cell Carcinoma)

2018-04-28  2007-06-01 Phasell | Merkel cell carcinoma

8 | 700200729 Updated

cell carcinoma

APhase Il study of
intratumoral injection of
interleukin-12 plasmid
and in viva electroporation
in patients with Merkel

2019-10-12 20150410 Phasell | Merkel cell carcinoma

To distribute your report, use File | Export and choose the appropriate Export Format. Detailed information on export

formats is available at:

www.bizint.com/Tips - “Distributing Reports”

Recommended Export Formats

HTML (chart and records, chart only): creates an HTML file which can be viewed in a browser.

Word (chart and records, chart only): creates an HTML file with the chart (and optionally the
records and images) which is opened in Microsoft Word. This format is good for reports which
will be distributed by email. You can also export the records only as an RTF file.

Word - Summary Records (records only): creates a HTML file for Word with records displaying
fields based on those displayed in your chart. See page 7 for more details.

Acrobat (chart and records, chart only): creates an HTML file which is opened in Adobe
Acrobat and can be saved as a PDF. This format is ideal for reports containing images and for

printing.

Excel - optimized HTML (chart only): creates an HTML file which preserves most formatting
while creating only one row in Excel for each Bizint Smart Charts row. This format is
recommended for distribution of the tabular report in Excel. Linked records and images are not supported.

HTML Export Options

You can specify the appearance of your exported HTML using the HTML Export Options panel.

Under “Style”, you can select a stylesheet. The “BizInt Modern Scaled” stylesheet will attempt to
scale your report to fit the width of the browser window.

One option under“Chart”is to include a link to the full record on the publisher website; “Link” will

appear under the row number in the exported HTML.

Under “Records”you can choose to include the records (which will be linked to the record title)

and images in the records.

Other Export Formats

Word - RTF, records only: creates an RTF file with the records which is opened in Microsoft

Word.

Excel: creates an HTML file which preserves the formatting - but not the structure - of the table

and can include records formatted as Excel rows.

Choose Export Format

Choose a file format for export

“wiord

“wiord - summary records
wiord - RTF, records only
Acrobat

Excel

Excel - optimized HTML
Excel - C5V

Tahb delimited

ak. Cancel Help

HTML Expert Options
*ou can contral the format of the generated HTHL using the
options belaw
Page
I Include link [sfer titls]
Text: |
Link:
Style: [Bizint Driginal - no style shest ~|

Chart

I Spit chart into smaller HTML tables
¥ Convert URLs ta links

¥ Include highlights

I Display subtables as a single cel

W Include links to publisher website:

Records

-

= Distibution or publication of database records is subject
ta the tems of your agrieements with the database provider ]

I

Cancel

Help

Excel - CSV, chart only and Tab Delimited, chart only: these options are provided for exporting to Excel for
statistical analysis or integration with another platform.

BizInt Solutions, Inc.
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Word - Summary Records Export

The Summary Records export creates a Word document with selected fields from the chart and
the full contents of larger fields. Information is structured so that you can add a Table of Contents
in Word. It is designed for creating custom record displays or delivering succinct records as an

alternative to tables.

1. Under File | Export, select Word - Summary Records.

2. On the Export Options panel, you can choose to number the records and if you want each

BizInt Smart Charts Lite — Adis Insight Edition

Summary Record Export Options

The Summary Frecard expart shows the columns (fields) visible
in your chart

¥ Mumber the records

[ Start each record on new page

I Skip emply fields in records

¥ Include Links section
[ Include editable Notes section

record to start on a new page. You can also choose to include links (in the blue area) and an

editable Notes section (grey area.)

3. Click OK and type in a file name to open the report in Word. T

More about the Summary Record Export

The fields in the top (yellow) section are the columns visible in your
chart. You can use View | Columns to change visible columns before
exporting. You can include Adis Insight fields as well as user-created

columns.

The Links (blue) section contains a link to the record on Adis Insight.

Below the links section is an editable Notes (grey) section, designed
for writing notes and comments or pasting in related information.

The Links and editable Notes are optional and can be selected on the

options panel.

Currently you cannot include the table in the Summary Records

export.

Distributing reports with images

0K Cancel Help
Adis CTlRecord: 1700200729
Official Study Title: {A Phase Il study of intratumoral injection of interleukin-12 plasmid and in vivo electroporation

in patients with Merkel cell carcinoma

Study ID:

NCT01440816 (ClinicalTrials.gov: US National Institutes of Health); NCI2011-01221 (National
Cancer Institute NCI series); OMS-1110; 7248; P30CA015704

Study Status:

Completed

Study Phase:

Phase Il

Indication:

Merkel cell carcinoma

Study Design:

multicentre; open; prospective

Study Endpoint:

Proportion of patients who experience at least 2-fold increase in expression of IL-12 protein in
the tumor tissue after IT pIL-12 injections and in vivo electroporation; safety..issue: No;
description: Patients who experience at least 2-fold increase in the expression of IL-12
protein will be counted as having a successful outcome. [CONT.]

Study Results:

Therapeutic efficacy: An interim analysis showed increased tumour interleukin-12 expression
in all three patients treated with at least one course of interleukin-12 gene therapy

[ImmunoPulse] at 3 weeks post-treatment.

Notes:

: review this trial|

2.

Official Study Title:

Adis CTl Record:

700210111

A Phase 1 Study of CC-486 as a Single Agent and in Combination with Carboplatin or ABI-
007 in Subjects with Relapsed or Refractory Solid Tumours.

Study ID:

2011-142 (Barbara Ann Karmanos, Cancer Institute); AZA-ST001 (Celgene Corporation);
NCT01478685 (ClinicalTrials.gov: US National Institutes of Health)

Study Status:

Completed

Study Phase:

Phase |

Indication:

Anal cancer; Bladder cancer; Cervical cancer; Fallopian tube cancer; Merkel cell carcinoma;
Nasopharyngeal cancer; Non-small cell lung cancer; Ovarian cancer; Pancreatic cancer;
Peritoneal cancer; Solid tumaurs

Study Design:

multicentre; open; parallel; prospective

Study Endpoint:

Number of participants with adverse events; safety_issue; Yes; time_frame: Up to 3 years;
description: An adverse event (AE) is any noxious, unintended, or untoward medical
occurrence that may appear or worsen in a subject during the course of a study. It may be a
new intercurrent iliness, a worsening concomitant iliness, an injury, or any concomitant
impairment of the subject's health, including laboratory test values, regardless of etiology
[CONT]

Study Results:

Adverse events: Azacitidine 200mg and 300mg were well tolerated with one grade 3 adverse
event observed for 300mg (pericardial effusion) when administered with carboplatin in
patients with relapsed or refractory solid tumours. Azagitidine 300mg administered with
clitaxel resulted in two dose limiting toxicities (neutropenia). [CONT.]

Hyperlinks:

Notes
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