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Overview Reasons for a Solution Adverse Event XML Creation Successfully Posting Results on ClinicalTrials.gov
The Food and Drug Administration Amendments Act of 2007 requires the After Rho, as the SDCC for NIAID networks, embarked on developing/posting Reuls For all adverse events required in Once the fillable Word template and adverse events are reviewed/approved,
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Sponsor of applicable clinical trials (Phase II-IV drug/biologic/device trials results for applicable trials in ClinicalTrials.gov, we realized we needed the e s aieeie | the o ClinicalTrials.gov  database, the user must enter and upload the results. The results entered in the Word
initiated or ongoing as of 27Sep2007 and not completed by 26Dec2007) to post following to be effective: e B T there are several items that need to template can be copy and pasted into ClinicalTrials.gov and the adverse

source Yocabulary ame: FPlease enter the name and version for the term's source vocabulary, of any,

basic results to ClinicalTrials.gov within 12 months of the primary outcome e Ability to see all of the results requiring entry on one scrolling page 3. SOMED CT MedDB4 10 be entered as seen in the event’s XML file can simply be uploaded. Then the user will submit the entries

Blank means use table default

completion date or actual trial completion date for the primary outcome e Knowledge of possible options (i.e. drop-down items) and limitations (i.e. M A e screenshot to the left. For many to ClinicalTrials.gov to begin their quality assurance. They will provide
(whichever is earlier). Although the Sponsor is responsible for ensuring results character limits) S| oS studies there are hundreds of comments for revision or they will make your entries public. The screenshots

Assessmen t Tspe: Blanl: means use table default

o current default assessment type

are posted to ClinicalTrials.gov, the Statistical and Data Coordinating Center e A way to show the results to reviewers without losing the security of log-in S g adverse events. Hand entering below indicate what the public will see once the results are completed:
(SDCC) assigned to the trial can be a pivotal partner in this process. access T every event is tedious and prone to

human error. ST
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Recruitment Details 1. Primary: The Occurrence of z 3 New T2 Lesions With or Without Gd+ Enhancement or Clinical Exacerbation Through 12

QK | Cancel |

Novice users may find ClinicalTrials.gov difficult to navigate. Often users are Fillable Word Template

unsure of what information is required or allowable. Additionally, there may be e e ||| e

an internal review and approval process prior to a trial’s results being cleared for In an effort to solve the first three bullets above, we created a fillable Word ClinicalTrials.gov does allow for the upload of results in an XML file. Our software p—— e T T T
posting to the ClinicalTrials.gov database. In an effort to help both the staff template. The template follows the order in which the user would enter data into ~ Programmers developed a program that converts a SAS® data table (which is the L o o S A ke i .
developing/posting results and the reviewer(s), Rho created a fillable Word ClinicalTrials.gov, but you can scroll through the document to see what is needed ~ format Rho uses for data collection) into an XML file that conforms to the .
template. This template provides instruction and structure for individuals to optimize gathering all of the necessary data prior to filling it out. structure provided by ClinicalTrials.gov results database. et T R

Population Description

developing/posting results. The template also informs the user of character The template also rovides Syt Viower [eiea L e A o e e et K romae ol ol o e et on e o g PPl e vt
limits, field selection options, required versus optional data elements, and P P =y e e s o e R W L e e
guidance on typical results entries. For the reviewer(s), the template provides a
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adverse events.

Use this space to give specific definitions. You will need to define this measure to the lay person. This

- ]
Edit Results Point of Name/Official Title: Associate Director, Clinical Research P I he telll Iate . . e .
== ° ECDD;;;. O:n;mﬁ:; - DEI,IELHEEDEEC o R e e dit . includes what all of your terms mean, for example how is ‘acute rejection’ defined or what determines a

Phone: 301-594-7669 ‘T2 lesion’. Keep in mind that the character limit (w/spaces) is 600. When the measure involves a scale,

Bl DI lpl el s SiomiEgiaalil il gor o s o S p e C i fi e S W h I C h i n fO rm a ti O n I S there should be a description of the scale as well as how to interpret it (a higher score indicates more Th e a b Ove SC re e n S h Ot O n t h e I eft S h OWS a SAS ® d a ta ta b I e th at h a S t h e a d Ve rse S u m m a ry

dit Certain Principal Investigators are NOT emploved by the organization sponsonng the study

severe disease progress). When applicable include a normal range.

Ag1221n211t5:gﬁbhsﬁt;‘ilorzsrtsaffﬂeeiﬂisﬁ:lt::i?mtﬁ;i?ﬁpalhvesﬁgatorandtheSponsor(oritsagents)ﬂlatrestﬁctsthePI'sﬁghtstodisu:ussor f""'m“ s 2 reqUired VS- Optional by haVing Outcome measure description: event data Sorted the Way ClinicaITriaIS.gOV StrUCture reqUireS- The program We Entering reSUItS into C”nicaITriaIS.gOV does nOt reqUire SpeCiaI eqUipment-
"’"“’ s | an " *” prior to the text. s this outcome measure assessing a safety issue? created takes the SAS® data table and outputs an XML file, pictured above on the However certain tools such as the fillable Word template and the program to

Baselne (yerall Number of Baseline Participants ﬂEggand Section SHfE‘W issue: I:I Yes I:I No

= wia [ [ ol ot — e allows for simple check-box N — right. The XML file can then be uploaded directly to ClinicalTrials.gov and save create an XML file can greatly improve efficiencies and reduce errors. The
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for other measure fypes.
dit  Outcome Measures: 1 Pritnary The Cecourrence of 2 3 Wew T2 Lesions With or Without Gd+ Erhancement or ﬂEg@and Section

Study Spectic Characteristic [Mumber of Gd+ Lesions at Baseline] ﬂEgEand Zection

O . . specified space Ilimitations and Anlysis : : : . .
screenshot, everything in blue underlined font leads to a new screen with new P P Population optimal solutions. Below are observations we would like to share with new
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information that can result in error messages requiring correction. X ' able. f anyrows o oded, th it columnshowld hovea name for eoch ew cotogory. - e To ensure release of results in a timely manner, begin preparing results 4-5

Arm/Group #1 Arm/Group #2

- eSS elect. | PleasSSaEeE | TPIEstSelece | [Pleas SHEE months prior to the deadline set by ClinicalTrials.gov (one year after the

i B — ITNO20AI, ClinicalTrials.gov ID: NCT00094172.
pric > _ | . . 4 Immune

Until the user reaches a results table entry field, it is hard to know what last patient’s last visit for primary endpoint, or the actual trial completion D

information is required and the types of limitations that may be encountered (i.e. ~ Once a template has been filled out for a particular study, it can be distributed to date for the primary outcome, whichever Is earlier)

parnczii;;;mems f'zomd: v EaCh gray fleld that |S nOt a drOp— If the Measure Type is “Number,” the Unit of Measure is typically “participants.”
®
character limits). As a result, a new user could be caught unprepared when necessary parties for review. Since this is a Word document, reviewers can make e Ensuring results are error free prior to submission will reduce the likelihood E ’\

down menu or a check-box is coded B Lessons Learned
entering results. When data is entered into the system, the only way to have and track changes and leave comments to assist in the results creation process of revisions as quality assurance by ClinicalTrials.gov personnel is thorough. Network Giving ﬂighf TO resedrch

To navigate through ClinicalTrials.gov, there are multiple basic results table . . * Arm/Group #1 | Arm/Group #2

i i i i to allow for the ClinicalTrials.gov Anyzed As with every new process there is some trial and error as we determine
screens with several locations where you need to enter information. In the above Y P
others review your results entries prior to their submission to ClinicalTrials.gov while alleviating the need for reviewers to have ClinicalTrials.gov log-in e As you learn the nuances of ClinicalTrials.gov, record tips and solutions so
quality assurance team is to provide log-in access, which is not preferred. information. they will be available to you and your colleagues for future entries.




