Submission Guidelines
Clinical Trial Results invites the submission of phase I, II, and III clinical trials for publication in a brief
print format, with full trials results online. We encourage the submission of trials that provide valuable
insight into the pharmacology, drug interactions, and biomarker correlates of response for experimental
agents or experimental combinations. This information, much of which currently remains unpublished,
constitutes a valuable reservoir of clinical trials information.
Clinical Trial Results are published in a unique, two-part format:
1. A brief Author Summary, to be published in print. This summary allows the reader to quickly grasp
the aim and design of the study. It is made up of a structured abstract (200 words or less) containing
four sections: Background, Methods, Results, and Conclusion; followed by a brief Discussion. This
Discussion can take one of two forms:
•
350 words and two salient graphics, such as a table, schema, waterfall plot, image or
graph
•
450 words with a single salient graphic
“Lessons Learned” highlights the trial's essential take-away messages.
2. The full data set, incorporating all supporting documentation and an extended Discussion, to be
published online. Authors are allowed 1000 words for the extended online Discussion; they are
encouraged to be thorough, yet concise. The sponsor, coordinating site, participating sites, and
investigators should all be clearly identified.
The data published online to support this summary is the property of the authors. The Author Summary
and the full Clinical Trial Results share a title and DOI.

Review Process
Only well-executed studies, as attested by peer review, are accepted for publication. These submissions
are rigorously reviewed by The Oncologist's internationally recognized editorial board, as well as by
external referees with relevant expertise.
The criteria used by reviewers to evaluate the potential value of the study include the number of
patients in the study, differences or trends seen in patient subsets, p-values, primary outcome(s) of the
study, and the quality of the statistical analyses.

Time from Submission to Publication
Because it is essential that the results of these studies be reviewed and published with dispatch, we
endeavor to complete peer review within 3 weeks of manuscript receipt. Accepted papers will then be
published online ahead-of-print within 2 weeks. Hence, the expected gestation from manuscript
submission to online publication will be approximately 5 weeks.

Instructions for Submission ClinicalTrialResults.TheOncologist.com
The Clinical Trial Results submission site has been designed for ease of use, to speed the submission and
review process.
Some fields are required, but because clinical trials are diverse in nature, many fields may not apply to
your submission so are not required. Therefore, please be alert as you complete the submission process
that you do not overlook anything that might be relevant or important.
Overview Tab:
Using a combination of drop-down menus and free-form text fields, provide the following general
information about the trial:
•
•
•
•
•
•
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Type of Study: Phase I, II, or III
Title
ClinicalTrials.gov Identifier
Sponsor
IRB approved clinical trial? (All trials must receive IRB approval to be considered)
Manuscript: upload the associated manuscript file

Your Information Tab:
Complete the required fields to provide contact information, including your affiliation and relationship
to the trial (e.g., Principal Investigator, Corresponding Author).
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Co-Author Information & Order of Authors Tab:
Provide your co-authors’ contact information, then click and drag on their names under “Order of
Authors” to re-order authors as needed.
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Author Summary Tab:
The brief Author Summary appears in print. Use the free-form text fields on Screen 2 to provide a
structured abstract (Background, Methods, Results, Conclusions) of 200 words or less.
The final field, Discussion, can be 350 words with 2 associated graphics, or 450 words with 1 associated
graphic. (The graphics are generated and/or uploaded later in the submission process.)
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Trial Information Tab:
Using the drop-down menus and free-form text fields, provide basic information about the trial,
including the disease(s) studied, stage, any prior therapies, and primary and secondary endpoints.
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Drug Information Tab:
Using the drop-down menus and free-form text fields, describe the drug(s) studied. Required fields are
generic/working name and drug class. It is recommended that the dosing schedule is provided as well.
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Patient Characteristics Tab:
Using the text fields, describe the trial’s patient cohort, including the number enrolled, median age, the
median number of prior therapies, ecog status, and cancer type or types studied.
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Primary Assessment Method Tab:
Using a combination of drop-down menus and free-form text fields, describe the primary assessment
method, and, if applicable, the secondary assessment method. Secondary assessment methods include
PSA or CA125 values, secondary imaging methods, or other novel assessments. Required fields include
the number of patients, the response assessment, and median duration assessments.
A waterfall plot can be generated by selecting the option and providing the required data for each
patient. The waterfall plot will appear in the Figures/Tables screen, and you will be able to assign it the
figure number you choose.
A Kaplan-Meier graph can be generated by selecting the option and providing the required survival data.
The K-M graph will appear in the Figures/Tables screen, and you will be able to assign it the figure
number you choose.
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Adverse Events Tab:
Using a combination of drop-down menus and free-form numeric fields, describe any adverse events
experienced by the cohort. Generally, adverse events occurring in 5%–10% of enrolled patients should
be included.
The CTCAE versions 3.0 and 4.0 are available to easily describe the adverse events in a standardized way.
Select the appropriate version of the CTCAE, then select an adverse event category, and the
corresponding adverse event. In the grid that appears below, enter the number of patients who
experienced or did not experience the adverse event, by grade, and a summary adverse event table will
be generated. Completing the adverse event data in this way is preferable to author-generated adverse
events tables in order to facilitate search capabilities and improved data sharing.
Note: "All Grades" should be used to show what percent of patients have adverse events data reported.
Therefore, the sum of % NC/NA and Grades 1-5 should be 100% unless data is missing.
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Pharmacokinetics & Pharmacodynamics Tab:
Using the free-form text fields, report PK/PD information, including CMAX, AUC, half-life, volume of
distribution, and clearance.
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Assessment, Analysis & Discussion Tab:
Using a combination of pull-down menus and free-form text fields, describe the status of the trial and
provide an assessment of the conclusions.
In the Discussion, critically examine the findings of the study, its shortcomings, if any, and, if the results
were negative, explain why they might have been so. In addition, explore possible next steps regarding
how and why this study may be useful to patient care and further research. Use this extended online
discussion to answer this question: “If this could be done over again, would you use the same or
different design?” If the trial did not complete planned accrual, a calculation of the statistical power of
the incomplete trial to answer the question posed should be provided. The online Discussion should be
limited to 1000 words.
Key references, defined as those that are essential for the review process or for reader understanding,
may be included. References should be in The Oncologist format and inserted in the Discussion text box
at the end of the expanded Discussion.
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Figures & Tables Tab:
Select appropriate figures and tables to accompany the submission by clicking the “choose file” button
and browsing to the file’s location on your computer. Acceptable formats include .eps, .tif, and .doc.
Provide a legend in the text box, then click “upload figure/table”. Repeat to upload as many figures
and/or tables necessary to properly document your trial.
As the figures are uploaded, the filenames will appear under the heading “uploaded figure/table.”
Choose which graphic you wish to appear in print with the author summary by selecting it. You may
delete unwanted files by checking the box next to the filename, then selecting “delete checked” from
the drop-down menu, then clicking “apply”. You may reorder the files by clicking on a filename and
dragging it to its desired location in the list.
If a waterfall plot was selected in the primary assessment method section, it will appear here. Likewise,
AE tables will appear here if you provided the required data on screen 9.
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Author Forms Tab:

Final Step: Submission Overview
Review your submission for completeness and accuracy. Click “Submit Result” when it is ready for
editorial review.
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