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Applying Tags via Forms

Tags reflect the qualitative content of underlying studies and provide method for attaching text or
images from these studies. After tags have been configured, and so long as at least one study has
been included, you can begin applying tags. Once a tag is applied, it is immediately viewable on
Qualitative Synthesis.

If you are in Standard Tagging mode, see our instructions on how to apply standard tags.

Steps for Tagging in Form-based Mode:

1. Navigate to Tagging

Click the “Tagging” button on the left-hand side, in the Nest Menu.

This will enable you to apply tags to records sequentially. If you would prefer to search and find
records to tag, or to view records that have already been tagged, use Study Inspector.

Tagging 43

2. View the Full Text

Click on the “Full Text” toggle in the upper left to view the full-text PDF.

If no full text has yet been imported, learn how to upload it both individually and in bulk here.

Nested Knowledge - https://wiki.nested-knowledge.com/


https://wiki.nested-knowledge.com/doku.php?id=wiki:autolit:tagging:configure
https://wiki.nested-knowledge.com/doku.php?id=wiki:synthesis:qualitative
https://wiki.nested-knowledge.com/doku.php?id=wiki:autolit:tagging:standardtagging
https://wiki.nested-knowledge.com/doku.php?id=wiki:autolit:utilities:inspector
https://wiki.nested-knowledge.com/doku.php?id=wiki:autolit:screening:exclude:fulltext

Last update: 2023/12/06

22:32 wiki:autolit:tagging:tag https://wiki.nested-knowledge.com/doku.php?id=wiki:autolit:tagging:tag&rev=1701901962

—
Nest Home 78 Wu, 2013 (abstract | | EYIRC Supplements | Related Reports PubMed “+ Navigation A
[

Activity
a s 56 06 :
. <+ Questions (24/37) A
Literature Search

Other Sources < (Critical Appraisal: RCT-specific oV >
Duplicate R .

uplicate Review Articles Treatment ion C Was the of treatment

Search Exploration
allocation adequate?

Abstract Screening £ (yes/no/not clear/N/A)

Adjudicate Screening

JAnnotate or Enter Text

Full Text Screening

Adjudicate Screening

Intercalated combination of chemotherapy and erlotinib for )+k®
patients with advanced stage non-small-cell lung cancer
L ® (FASTACT-2): a randomised, double-blind trial

Not Relevant Apply

Group Similarities: Were the groups similar at the outset of the study in

Study Inspector Yi-Long Wu, Jin Soo Lee, Sumitra Thongprasert, Chong-Jen Yu, Li Zhang, Guia Ladrera, Vichien Srimuninnimit, Virote Sriuranpong, terms of prognostic factors?
Jennifer Sandoval-Tan, Yunzhong Zhu, Meilin Liao, Caicun Zhou, Hongming Pan, Victor Lee, Yuh-Min Chen, Yan Sun, Benjamin Margono,
. Fatima Fuerte, Gee-Chen Chang, Kasan Seetalarom, Jie Wang, Ashley Cheng, Elisna Syahruddin, Xiaoping Qian, James Ho, Johan Kurnianda, (yes/no/not clear/N/A)
Synthesis Hsingjin Eugene Liu, Kate Jin, Matt Truman,Iize Bara, Tony Mok

Annotate or Enter Text

Dashboard Editor
Abstract Editor Summary
Export Background The results of FASTACT, a randomised, placebo- conuolled phase 2 study, showed that intercalated published Online

and erlotinib signi prolonged free survival (PFS) in patients with advanced Jore17.2013

-small- hitpfdedoiorg/10.1016/
non-small-cell lung cancer. We undertook FASTACT-2, a phase 3 study in a similar patient population. SUTO-2045(13)702547

Methods In this phase 3 trial, patients with untreated stage TIIB/IV non-small-cell lung cancer were randomly oo Not Relevant

itp e doiorg/10.1016/
assigned in a 1:1 ratio by use of an interactive internet response system with minimisation algorithm (stratified by = s1470-2045(13)70281.% S

disease stage, tumour h:siology smoking status, and chemolherapy regimen) to receive six cycles of gemcitabine Guangdong Lung Cancer
(1250 mg/m2 on days 1and 8, i ly) plus platinum (carb 5xarea under the curve or cisplatin 75 mg/m?  Institute, Guangdong General
on day 1, intravenously) with intercalated erlotinib (150 mg/day on days 1528, orally; chemotherapy plus erlotinib) or Hospital, Guangdong

Full Text Tag Recs

placebo orally (chemotherapy plus placebo) every 4 weeks. With the exception of an i group Academy of hedica sciences,

for monitoring data and safety monitoring board, everyone outside the interactive internet response system company  (prof Y-LWu MD); Beijing Chest. 4
was masked to treatment allocation. Patients continued to receive erlotinib or placebo until progression or Hospital, Beijing, China +

Tagging

unacceptable toxicity or death, and all patients in the placebo group were offered second-line erlotinib at the time of ‘S:;i‘:: AV Comments (0)

progression. The primary endpoint was PFS in the intention-to-treat population. This trial is registered with centre, shanghaichest
ClinicalTrials.gov, number NCT00883779. Hospital, Shanghai, China
(Prof M Liao MD); Shanghai
Pulmonary Hospital,
Shanghai, China (C Zhou MD);

<K KK

History

Findings From April 29, 2009, to Sept 9, 2010, 451 patients were randomly assigned to chemotherapy plus erlotinib
prolonged with chemotherapy plus erlotinib < pun pemshow
- DEQ 7 £ et TOEOL 417 © 21w & ) ememeatlar 1€ £ 7 11 bameed wbinn ke ot

3. Answering Questions

Form-based tagging is designed to show the questions you configured side-by-side with the Full Text
for ease of data extraction. Questions will be available for answer in the right panel (red box); the
Question under review has a light blue background, and all Questions should either be answered or
marked “Not Relevant”.

All tags can still be added to the study using Standard Tagging by expanding the Tagging panel (red
arrow).

By default, questions are grouped by root tag (highest tag in tag hierarchy) allowing you to select
specific groups of questions to answer at a time (blue box). Either select from the drop down or use
the arrows to toggle between groups of questions. This is especially helpful if you have a large tag
hierarchy and therefore, a single, long form of questions.
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“Department of Orthopedics & Rehabilitation, University of Massachusetts Medical School, USA|
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P Abstract
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Objectives: To review the literature on surgical smoke and to study the effect of a smoke evacuation system on the rate of surgical sitc infections (SSIs) after spine
surgery. F—
. X e aggin

Surgical site infecti tinue to represent a of spine surgery. Studi hat surgical smoke can contain infectious agents, and 4 gging N4
smoke evacuation systems have demonstrated effective removal of these particles from the operative field.
Methods: This study was a retrospective cohort analysis of surgical cases performed at two high-volume medical centers by three surgeons. Demographic and + Comments (0) v
perioperative data were prospectively collected using the Spine AdVerse Events Severity (SAVES) system. The surgical invasiveness index and Charlson comorbidity
score were calculated for each case. The incidence of SSIs in a cohort of surgical cases involving a smoke evacuator device was compared to a cohort that excluded the + History v

device. Statistical analyses were condueted to assess the relationship befween patient and surgery characteristics and the wound infection outcome in relation to usc
of a surgical smoke evacuation system.
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The root tags/groups follow a key to indicate completion of the corresponding group of questions. No
circle indicates questions are incomplete, a hollow circle indicates partial completion, and a full circle
indicates full completion.

e Questions (13/14) N\

< ( Intervention ® ~) >
- . ™
Intervention @
Intenry _ o
exper Table E-1 Summary of Published Clinical Data O
Table D-1 Results for Suitability o
( X Table D-2 Results for Data Contribution ® ) v)
However, if you prefer a single form you can change this in Settings:
Tagging Choose mode:
In Standard tagging, the entire tagging hierarchy is made available as an open- QO standard
ended list. @ Form-based

In Form-based tagging, tags can be turned into questions to be posed to the
reviewer. There are three types of questions: Single Apply questions apply the tag
selected, Single Select questions allow for only one of the child tags to be applied
and Multiple Select questions allow for multiple child tags to be applied. All tags @ Multiple Forms by Root
may have text text content. Questions can be shown in a single form, or in multiple
forms grouped by their root tags.

Choose Form Group mode:

(O single Form

Switching between these modes results in no loss of data.

By adding Answers, you are applying the underlying tag, with the tag content serving as the evidence
that the correct Answer(s) have been added. The method of Answering depends on the type of
Question, but for all Question types, the tags applied will populate the Qualitative Synthesis in the
same manner as Standard Tagging.

Question Type-specific Answers

For each Question in the list, complete the following actions based on the type of Question:

* Single Select: Apply one child tag that answers the pre-configured questions. To do so, select
one of the tags from the drop-down, and then highlight or select an Excerpt.
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Intercalated combination of chemotherapy and erlotinib for
patients with advanced stage non-small-cell lung cancer
(FASTACT-2): a randomised, double-blind trial

Yi-Long Wu, fin Soo Lee, Sumitra Thongprasert, Chong-Jen Yu, Li Zhang, Guia Ladrera, Vichien Srimuninnimit, Virote Sriuranpong,

Jennifer Sandoval-Tan, Yunzhong Zhu, Meilin Liao, Caicun Zhou, Hongming Pan, Victor Lee, Yuh-Min Chen, Yan Sun, Benjamin Margono,
Fatima Fuerte, Gee-Chen Chang, Kasan Seetalarom, JieWang, Ashley Cheng, Elisna Syahruddin, Xiaoping Qian, James Ho, Johan Kunianda,
Hsingjin Eugene Liu, Kate Jin, Matt Truman, ize Bara, Tony Mok

Summal

Background The results of FASTACT, a randomised, placebo-controlled, phase 2 study, showed that intercalated
hemoth and erlotinib signi prolonged ion-free survival (PFS) in patients with advanced
non-small-cell lung cancer. We undertook FASTACT-2, a phase 3 study in a similar patient population.

Methods In this phase 3 trial, patients with untreated stage I1IB/IV non-small-cell lung cancer were randomly
assigned in a 1:1 ratio by use of an interactive internet response system with minimisation algorithm (stratified by
disease stage, tumour histology, smoking status, and chemotherapy regimen) to receive six cycles of gemcitabine
(1250 mg/m? on days 1and 8, intravenously) plus platinum (carboplatin 5 xarea under the curve or cisplatin 75 mg/m?
on day 1, intravenously) with intercalated erlotinib (150 mg/day on days 15-28, orally; chemotherapy plus erlotinib) or
placebo orally (chemotherapy plus placebo) every 4 weeks. With the exception of an independent group responsible
for monitoring data and safety monitoring board, everyone outside the interactive internet response system company
‘was masked to treatment allocation. Patients continued to receive erlotinib or placebo until progression or
unacceptable toxicity or death, and all patients in the placebo group were offered second-line erlotinib at the time of
progression. The primary endpoint was PFS in the intention-to-treat population. This trial is registered with
ClinicalTrials.gov, number NCT00883779.
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patients with stage I11B/IV non-small-cell lung cancer.
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e Multi-Select: Any of the child tags can be an answer, so you can apply as many tags from the
drop-down as are applicable to the study. When all relevant child tags are added, select “Next”
to mark the Question complete.
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Yi-Long Wu, in Soo Lee, Sumitra Thongprasert, Chong-Jen Y, Li Zhang, Guia Ladrera, Vichien Srimuninnimit, Virote Sriuranpong,

Jennifer Sandoval-Tan, Yunzhong Zhu, Meilin Liao, Caicun Zhou, Hongming Pan, Victor Lee, Yuh-Min Chen, Yan Sun, Benjamin Margono,
Fatima Fuerte, Gee-Chen Chang, Kasan Seetalarom, Jie Wang, Ashley Cheng, Elisna Syahruddin, Xiaoping Qian, James Ho, Johan Kurnianda,
Hsingjin Eugene Liu, Kate Jin, Matt Truman, lize Bara, Tony Mok

Summal

Background The results of FASTACT, a randomised, placebo-controlled, phase 2 study, showed that intercalated
| and erlotinib significantly prolonged p i survival (PFS) in patients with advanced
non-small-cell lung cancer. We undertook FASTACT-2, a phase 3 study in a similar patient population.

Methods In this phase 3 trial, patients with untreated stage ITIB/IV non-small-cell lung cancer were randomly
assigned in a 1:1 ratio by use of an interactive internet response system with minimisation algorithm (stratified by
disease stage, tumour histology, smoking status, and chemotherapy regimen) to receive six cycles of gemcitabine
(1250 mg/m? on days 1and 8, plus platinum in 5.xarea under the curve or cisplatin 75 mg/m2
on day 1, intravenously) with intercalated erlotinib (150 mg/day on days 15-28, orally; chemotherapy plus erlotinib) or
placebo orally (chemotherapy plus placebo) every 4 weeks. With the exception of an independent group responsible
for monitoring data and safety monitoring board, everyone outside the interactive internet response system company
was masked to treatment allocation. Patients continued to receive erlotinib or placebo until progression or
unacceptable toxicity or death, and all patients in the placebo group were offered second-line erlotinib at the time of
progression. The primary endpoint was PFS in the intention-to-treat population. This trial is registered with
ClinicalTrials.gov, number NCT00883779.
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e Single Apply: The tag under review is either applied to the study (select “Apply”) or marked
irrelevant. No child tags are added!
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patients with advanced stage non-small-cell lung cancer
(FASTACT-2): a randomised, double-blind trial

Yi-Long W, fin Soo Lee, Sumitra Thongprasert, Chong-Jen Yu, Li Zhang, Guia Ladrera, Vichien Srimuninnimit, Virote Sriuranpong,
Jennifer Sandoy ‘unzhong Zhu, Meilin Liao, Caicun Zhou, Hongming Pan, Victor Lee, Yuh-Min Chen, Yan Sun, Benjamin Margono,
Fatima Fuerte, Gee-Chen Chang, Kasan Seetalarom, Jie Wang, Ashley Cheng, Elisna Syahruddin, Xiaoping Qian, James Ho, Johan Kurnianda,

Hsingjin Eugene Liv, Kate fin, Matt Truman, lize Bara, Tony Mok

Summary

Background The results of FASTACT, a randomised, placebo-controlled, phase 2 study, showed that intercalated
and erlotinib signi prolonged p ion-free survival (PFS) in patients with advanced

non-small-cell lung cancer. We undertook FASTACT-2, a phase 3 study in a similar patient population.

Methods In this phase 3 trial, patients with untreated stage IIIB/IV non-smallcell lung cancer were randomly
assigned in a 1:1 ratio by use of an interactive internet response system with minimisation algorithm (stratified by
disease stage, tumour histology, smoking status, and chemotherapy regimen) to receive six cycles of gemcitabine
(1250 mg/m? on days 1and 8, intravenously) plus platinum (carboplatin 5 xarea under the curve or cisplatin 75 mg/m?
on day 1, intravenously) with intercalated erlotinib (150 mg/day on days 15-28, orally; chemotherapy plus erlotinib) or
placebo orally (chemotherapy plus placebo) every 4 weeks. With the exception of an i group i

for monitoring data and safety monitoring board, everyone outside the interactive internet response system company
was masked to treatment allocation. Patients continued to receive erlotinib or placebo until progression or
unacceptable toxicity or death, and all patients in the placebo group were offered second-line erlotinib at the time of
progression. The primary endpoint was PFS in the intention-to-treat population. This trial is registered with
ClinicalTrials.gov, number NCT00883779.

Findings From April 29, 2009, to Sept 9, 2010, 451 patients were randomly assigned to chemotherapy plus erlotinib
(n=226) or chemotherapy plus placebo (n=225). PFS was signil ¢ prolonged with ck plus erlotinib
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Whenever a Question has no relevant answers, select “Not Relevant” to move to the next Question.

Tag Recommendations

Tag Recommendations is a tool we offer to speed up the process of data extraction in your nest. The
tool searches the study full text and highlights specific evidence within the text to help answer your

questions.

Standard Tag Recommendations are available to all users and perform an automatic key word
search of the tag name (and any applicable child tags)

Smart Tag Recommendations

Smart Tag Recommendations utilize OpenAl's GPT 3.5/4 to perform a smart search of the tag data.
Smart Tags can be switched on in Settings and generates recommendations for Abstracts as well as

Full Texts.

If a recommendation is available for the selected question, it will be displayed. When clicked on, it will
auto-scroll to the excerpt within the full text and auto-populate in the tag text box to be applied or

removed. This tool can be utilized to assist in your systematic evidence collection, and guide targeted
reviews as any evidence the Al finds can be applied as a bulk action.
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carboplatin, gemcitabine plus cisplatin).

Procedures

Patients were randomly assigned to receive six cycles of
gemcitabine (1250 mg/m? on days 1 and 8 of a 4 week
cycle, intravenously) plus platinum (carboplatin 5xarea

under the curve, intravenously, or cisplatin 75 mg/m2 on
day 1 of a 4 week cycle, intravenously) with either

sequential erlotinib (150 mg/day; chemotherapy plus
erlotinib group) or placebo (chemotherapy plus placebo
group) on days 15-28 of each cycle. Patients who did not

17,2013 htp://dx.d

Articles I

treatment allocation adequate?

(ves/no/not clear/N/A)

(Annolale or Enter Text

Not Relevant

Group Similarities: Were the groups similar at the outset of the study
in terms of prognostic factors?

(ves/no/not clear/N/A)

Patients were stratifi ed by disease stage (IlIB, IV), tumour histology
(adeno- carcinoma, other), smoking status (current, former, never)
and chemotherapy regimen 1e plus carboplatin,
gemcitabine plus cisplatin)

<+ Full Text Tag Recs A
progress during the six cycles of sequential treatment ~Cancer Institute Common Terminology Criteria for cone Standard
continued to receive erlotinib or placebo until disease adverse events (version 3-0). Patients were monitored P
progression, unacceptable toxicity, or death. At disease every 4 weeks during both intercalated and maintenance Tag BN
progression, treatment was unmasked so patients in the treatment until 28 days after the last treatment with the . =3
Group Similarities i
chemotherapy only group could crossover to open-label  study drugs.

erlotinib, whereas those in the chemotherapy plus Separate consent was required to obtain samples for
erlotinib group could receive further treatment at their the predefined biomarker subgroup analysis. Tumour
investigator’s discretion. samples (ten to 20 slides for histological procedures; ten

Reduction or interruption of dosing of erlotinib due to  slides for cytological procedures) from first diagnosis or
adverse events could take place at any time. Erlotinib ~from biopsy at least 14 days before the first dose of study

Learn more about how Smart Tag Recommendations work and view our Technical Disclosure on
Nested Knowledge Al systems. Note: Smart Tag Recommendations is an enterprise-level feature only.
If you wish to conduct a free 2-month pilot trial at the enterprise level in order to make use of this
feature in your workflows, please contact us and we'll set that up.

4. Add an Annotation

To associate text content with a tag, identify this text either before or after selecting the tag from the
drop-down. You have three options for how to identify the text excerpt that will be associated with
that tag:

e Highlighting (Text Annotation): A traceable, exact quote from the text of the article.

» Selection (Area Annotation): A traceable, exact image extraction from a table, figure, or
other area of the article.

¢ Manual entry (No Annotation): A non-traceable excerpt (that is, an excerpt that is not
connected to a specific part of the article) that you type into the Tag Text box.

4a. Use the Highlighting Tool:
The default Tag Text method is Highlighting. You can also manually select the Highlighting icon, if you
need to toggle back to this option.

Click and drag over the text you would like to Highlight. Highlighting will extract an exact text excerpt
that is shown in light blue, and the text will be automatically populated to the Tag Text box.
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was masked to treatment allocation. Patients continued to receive erlotinib or placebo until progression or Hospital,Beijing, China
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Findings From April 29, 2009, to Sept 9, 2010, 451 patients were randomly assigned to chemotherapy plus erlotinib
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4b. Use the Select Tool:

To switch from the default Highlighting tool to the Select tool (middle icon above)

Create a box across the area you'd like to select for the tag. Click in the left-hand corner of your area
of interest and drag across the text or table. This selection will be automatically saved in the tag text
box.

Selection / Area Annotation is best used on tables, figures, and images that are not amenable to exact
text quotation.

Nest Home 78 Wu, 2013 (Avstract RS Supplements | Related Reports ) <+ Navigation A

Activity

Settings Q 2 G e @ H Complete
Gborstonofsactnéhim, Methods FASTACT-2 was approved by the institutional review <+ Questions (24/37) A

Literature Search
Other Sources
Duplicate Review
Search Exploration

Abstract Screening

Adjudicate Screening

Full Text Screening

Adjudicate Screening

Tagging

Study Inspector

Synthesis
Dashboard Editor
Abstract Editor
Export

Hong Kong Cancer Institue,
Chinese University of Hong
Kong, Hong Kong, China

(ProfT Mok MD); Roche Products
Pty, Sydney, NSW, Australia

(M Truman Mc, Kjin MD); and.
FHoffmann-La Roche, Basel,
Switzerland (1 Bara MD)

Study design and population
FASTACT-2 was a multicentre, randomised, placebo-
controlled, double-blind, phase study of intercalated
erlotinib or placebo with gemcitabine and carboplatin
or cisplatin followed by maintained erlotinib or placebo
in patients with stage IIIB/IV non-small-cell lung
cancer. The study was undertaken in 28 centres in
China (nine), Hong Kong (four), Indonesia (three),

board or ethics committee of each participating centre
and was done in accordance with the Declaration of
Helsinki and Good Clinical Practice guidelines. All
patients provided written informed consent before any
study-related procedure.

Randomisation and masking
Patients were randomly assigned in a 1:1 ratio by use of a
central i with a imisati

451 patients randomly assigned
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75 disease progression
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Figure 1:Trial profile

Chemotherapy=gemcitabine plus carboplatin or cisplatin

algorithm. The aim of minimisation was to reduce
imbalance between treatment groups within each strata
by allocation of patients (using a fairly high probability)
to the treatment group that minimised this imbalance.
Central randomisation and drug-pack allocation were
assigned by use of an interactive internet response
system. Everyone outside the company responsible for
the interactive internet response system was masked to
treatment allocation with the exception of a small
independent group that was responsible for monitoring
data and safety early in the trial. Patients were stratified
by disease stage (IIIB, IV), tumour histology (adeno-
carcinoma, other), smoking status (current, former,
never), and chemotherapy regimen (gemcitabine plus
carboplatin, gemcitabine plus cisplatin).

Procedures

Patients were randomly assigned to receive six cycles of
gemcitabine (1250 mg/m2 on days 1 and 8 of a 4 week
cycle, intravenously) plus platinum (carboplatin 5xarea
under the curve, intravenously, or cisplatin 75 mg/m2 on
day 1 of a 4 week cycle, intravenously) with either
sequential erlotinib (150 mg/day; chemotherapy plus
erlotinib group) or placebo (chemotherapy plus placebo
group) on days 15-28 of each cycle. Patients who did not

4c. Manually type out in Tag text box:

17,2013
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Economic Model: Is this trial used in the economic model?
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Not Relevant Apply

Rationale for Economic Model: What is the rationale for use/non-use in
the economic model?
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Methodology of RCTs and other evidence: Provide details of the
methodology of the RCTs and non-randomised and non-controlled
evidence identified
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If you prefer to manually type the information from the text, you can do this by clicking your cursor in
the tag text box and type what you'd like.

Manual text entry should be used whenever you want to associate customized text rather than
quotation from the underlying article. Warning: manual entry will not maintain an exact location in
the full text, so it may be difficult to find the exact contents of the article that support manually
entered text excerpts.

To select text manually (without highlight) select the right-most cursor icon (circled in below
screenshot in blue).

Clear Annotations

If you need to redo your tag text annotation, you can either simply redo the action (Highlighting,
Selecting, or Manually typing), or select “Clear Annotation” from the top of the Full Text (left-most x

icon).

This will remove all tag text; next, choose the tag text type you would like to use, and redo the
relevant Highlight, Selection, or Manual text entry.
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Methods

Study design and population

FASTACT-2 was a multicentre, randomised, placebo-
controlled, double-blind, phase study of intercalated
elotinib or placebo with gemcitabine and carboplatin
or cisplatin followed by maintained erlotinib or placebo
in patients with stage IIIB/IV non-small-cell lung
cancer. The study was undertaken in 28 centres in
China (nine), Hong Kong (four), Indonesia (three),

SIS

FASTACT-2 was approved by the institutional review
board or ethics committee of each participating centre
and was done in accordance with the Declaration of
Helsinki and Good Clinical Practice guidelines. All
patients provided written informed consent before any
study-related procedure.

Randomisation and masking
Patients were randomly assigned in a 1:1 ratio by use of a
central with a

algorithm. The aim of minimisation was to reduce
imbalance between treatment groups within each strata
by allocation of patients (using a fairly high probability)
to the treatment group that minimised this imbalance.
Central randomisation and drug-pack allocation were
assigned by use of an interactive internet response
system. Everyone outside the company responsible for
the interactive internet response system was masked to
treatment allocation with the exception of a small

dependent group that was ble for

Figure 1:Trial profile
Chemotherapy=gemcitabi

2

data and safety early in the trial. Patients were stratified
by disease stage (IIIB, IV), tumour histology (adeno-
carcinoma, other), smoking status (current, former,
never), and chemotherapy regimen (gemcitabine plus
carboplatin, gemcitabine plus cisplatin)

Procedures

Patients were randomly assigned to receive six cycles of
gemcitabine (1250 mg/m?2 on days 1 and 8 of a 4 week
cycle, intravenously) plus platinum (carboplatin 5xarea
under the curve, intravenously, or cisplatin 75 mg/m?2 on
day 1 of a 4 week cycle, intravenously) with either
sequential erlotinib (150 mg/day; chemotherapy plus
erlotinib group) or placebo (chemotherapy plus placebo
group) on days 15-28 of each cycle. Patients who did not
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Annotate or Enter Text ’

Not Relevant

Rationale for Economic Model: What is the rationale for use/non-use in
the economic model?

Randomisation and maskingPatients were randomly assigned in a 1:1
ratio by use of a central randomisation programme with a
minimisation algorithm
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Methodology of RCTs and other evidence: Provide details of the
methodology of the RCTs and non-randomised and non-controlled
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Q: Why not leave the annotation / tag text blank?

A: It is possible to apply tags without filling in the tag text.

1

However, doing so will mean that the only evidence that the
tag is applicable to that specific study will be the fact that it
was applied, and those who view your Qualitative Synthesis

will have no context. If you fill in text content, you provide
specific evidence of that tag's applicability as well as
presenting the specific information from that study to
viewers of Qualitative Synthesis.
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5. Click "Apply Tag"

Once you have the content of interest into the tag text box, make sure that you have selected the
relevant tag from the drop-down menu (red box). Once you have confirmed that both the Tag and the
Tag Text Content are correct, click “Apply Tag.”
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Tags with Table Contents

By default, all tags to be applied are accompanied by text contents unless table contents are
configured. When these tags are encountered within the form, the table you created will be shown
and you can input text into any of the rows. When you are satisfied, click “Apply Tag.”
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Highlighting pdfs does not automatically input the text into the box unlike tags with text contents
only. However, it will remember any text highlighted or selected in the pdf and auto-scroll to it when
the tag is selected again.

Note: If you are entering numerical data into tables, no automated statistics are generated. This is
only done in the Meta-Analytical Extraction module.

To alter the columns in the table for this tag, either click on the column header in the Tagging module

itself, or head back to Configure Tagging. Learn more about tag tables here.

Tagging Supplemental Materials

If the study you are tagging has supplemental materials in pdf format, you may also apply tags to
these texts. The functionality is the same as tagging full texts: automatic copy of text to clipboard and
text box, text highlighting and area selection allowing immediate direction to the excerpt when the
tag is selected etc.

Note: Tag Recommendations are currently unavailable for supplemental pdfs.
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Duplicate Review e : Apixaban (Eliquis®, Bristol-Myers Squibb, USA; Pfizer, USA) [5 mg bd (twice daily)] was ranked as
Search Exploration among the best interventions for stroke prevention in AF, and had the highest expected net benefit.
Edoxaban (Lixiana®, Daiichi Sankyo, Japan) [60 mg od (once daily)] was ranked second for major bleeding

Abstract Screening £ and all-cause mortality. Neither the clinical effectiveness analysis nor the CEA provided strong evidence
Adjudicate Screening that NOACs should replace postoperative LMWH in primary prevention of VTE. For acute treatment and Not Relevant
secondary prevention of VTE, we found little evidence that NOACs offer an efficacy advantage over
warfarin, but the risk of bleeding complications was lower for some NOACs than for warfarin. For a
willingness-to-pay threshold of > £5000, apixaban (5 mg bd) had the highest expected net benefit for

Ongoing Trial: If study is ongoing and should provide additional

Full Text Screening evidence in the next 12 months, provide details here.

Adjudicate Screening
acute treatment of VTE. Aspirin or no pharmacotherapy were likely to be the most cost-effective Future work: Calculating the expected value of sample information to
interventions for secondary prevention of VTE: our results suggest that it is not cost-effective to prescribe clarify whether or not it would bejustifiable to fund one or more head-

Tagging & NOACs or warfarin for this indication to-head trials.

s: NOACs have advantages over warfarin in patients with AF, but we found no strong evidence

that they should replace warfarin or LMWH in primary prevention, treatment or secondary prevention
of VTE. Not Relevant

Study Inspector

Synthesis Limitati
These relate mainly to shortfalls in the primary data: in particular, there were no head-to-head

comparisons between different NOAC drugs.

Provide a on the i of the evidence base

Dashboard Editor
Abstract Editor

presented

Export Future work: Calculating the expected value of sample information to clarify whether or not it would be
justifiable to fund one or more head-to-head trials.

This study is registered as PROSPERO CRD42013005324, CRD42013005331

Annotate or Enter Text ‘
and CRD42013005330.

: The National Institute for Health Research Health Technology Assessment programme. 0
i prog <+ Tagging v
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What Answering a Question does

When a Question is finished (Applied or, for Multi-Select, when you select “Next”), or when the
Question is marked Not Relevant, the count of completed Questions at the top of the right panel will
update.

When all Questions are finished, you can either add tags using the Standard method (by opening the
Tagging panel), or you can move to the next study by selecting “Complete” in the upper right-hand
corner.
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Tagging Supplemental Materials

If the study you are tagging has supplemental materials in pdf format, you may also apply tags to
these texts. The functionality is the same as tagging full texts: automatic copy of text to clipboard and
text box, text highlighting and area selection allowing immediate direction to the excerpt when the
tag is selected etc.

Note: Tag Recommendations are currently unavailable for supplemental pdfs.
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( Search \/)
5 H HS Pu bllc Access 1. Decision Problem: Is there a clear statement of the decision problem?
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Author manuscript
> Indian J Pediatr. Author manuscript; available in PMC 2016 June 01. Annotate or Enter Text
% Published in final edited form as:
Q Indian J Pediatr. 2012 August ; 79(8): 1062-1068. doi:10.1007/s12098-012-0765-1.
<
: D
tamin D i - Kidnev Di ooy
g Vitamin D in Chronic Kidney Disease
=3 2. Objective: Is the objective of the model specified and consistent with the
= Yahn-Yir Chau and stated decision problem? Answer Yes/No/Unclear/Not relevant
Taipei Cathay General Hospital, Taipei, Taiwan Annotate or Enter Text
Juhi Kumar
Weill Cornell Medical College, New York, NY, USA
> 505 East 70th Street, Helmsley Towers 3, New York, NY 10021, USA
% Juhi Kumar: juk2013@med.cornell.edu
S 3. Decision maker: Is the primary decision maker specified? Answer
= Abstract Yes/No/Unclear/Not relevant
g Vitamin D deficiency is widespread in both the pediatric and adult chronic kidney disease (CKD) (Ammtatu o Enter Toxt W
I3 population. CKD is characterized by dysregulation of vitamin D and mineral metabolism.
1% Secondary hyperparathyroidism and its management puts patients with CKD at increased + Tagging v
cardiovascular risk. Emergence of experimental and some clinical data suggesting beneficial
effects of vitamin D on proteinuria, blood pressure, inflammation and cardiovascular outcomes has & History v
pushed it to the center stage of CKD research. Pediatric data on vitamin D dysregulation and its

Add New Tags on the Fly

If you encounter a single or multiple select question where the answer is not one of your pre-
configured tags, you can either add it to your hierarchy on the Configure Tagging page, or add it 'on
the fly' without leaving the page.

To add a tag on the fly, type the title of your new tag answer into the “Select Tag” box, and click “Add
Option” that appears at the top of the drop-down list of tags.
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Articles

Intercalated combination of chemotherapy and erlotinib for
patients with advanced stage non-small-cell lung cancer
(FASTACT-2): arandomised, double-blind trial

Yi-Long Wy, Jin Soo Lee, Sumitra Thongprasert, Chong-Jen Yu, Li Zhang, Guia Ladrera, Vichien Srimuninnimit, Virote Sriuranpong,

Jennifer Sandoval-Tan, Yunzhong Zhu, Meilin Liao, Caicun Zhou, Hongming Pan, Victar Lee, Yuh-Min Chen, Yan Sun, Benjamin Margono,
Fatima Fuerte, Gee-Chen Chang, Kasan Seetalarom, JieWang, Ashley Cheng, Elisna Syahruddin, Xiaoping Qian, James Ho, Johan Kurianda,
Hsingjin Eugene Liu, Kate Jin, Matt Truman,Iize Bara, Tony Mok

Summary

Background The results of FASTACT, a randomised, placebo-controlled, phase 2 study, showed that intercalated
and erlotinib signi rolonged ion-free survival (PFS) in patients with advanced

non-small-cell lung cancer. We undertook FASTACT-2, a phase 3 study in a similar patient population.

Methods In this phase 3 trial, patients with untreated stage IIIB/IV non-small-cell lung cancer were randomly
assigned in a 1:1 ratio by use of an interactive internet response system with minimisation algorithm (stratified by
disease stage, tumour histology, smoking status, and chemotherapy regimen) to receive six cycles of gemcitabine
(1250 mg/m? on days 1and 8, i plus platinum in 5 xarea under the curve or cisplatin 75 mg/m?
on day 1, intravenously) with intercalated erlotinib (150 mg/day on days 15-28, orally; chemotherapy plus erlotinib) or
placebo orally (chemotherapy plus placebo) every 4 weeks. With the exception of an independent group responsible
for monitoring data and safety monitoring board, everyone outside the interactive internet response system company
was masked to treatment allocation. Patients continued to receive erlotinib or placebo until progression or
unacceptable toxicity or death, and all patients in the placebo group were offered second-line erlotinib at the time of
progression. The primary endpoint was PFS in the intention-to-treat population. This trial is registered with
ClinicalTrials.gov, number NCT00883779.

Findings From April 29, 2009, to Sept 9, 2010, 451 patients were randomly assigned to chemotherapy plus erlotinib
(n=226) or chemotherapy plus placebo (n=225). PFS was significantly prolonged with plus erlotinib
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randomisation.
Prospec(ive Cohort Study v 0 ~)
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Population: What is the population studied?
(patlems with stage II1B/IV non-small-cell lung cancer. ]
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In the modal that appears, confirm the tag name, add a description (optional), and the parent tag will
already be pre-populated. Once created, you will now be able to find the new Tag on the drop-down

list.

Note: Only tags with text contents can be created on the fly. To toggle on table contents, edit the tag
in Configure Tagging.
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