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PURPOSE
This worksheet is intended to help researchers register their clinical trials by listing the specific data elements required for each module of the registration process at ClinicalTrials.gov. This allows the person who will do the registration to see in advance what specific information will be required, before going into the PRS system.  Tips for successful registration are provided at How to Register a Clinical Trial. See PRS Protocol Registration Data Element Definitions for the definition of each element.

INSTRUCTIONS

To start:
Log into the PRS system at ClinicalTrials.gov, using the UWashington organization, your user name and password. Select Create New Record. 

When you are done:
· Update the Record Verification Date in the Study Status module, to reflect the date you did the update. 
· Click on COMPLETED at the top of the form. This sends an email notice to the Responsible Party (PI) that the record is ready for the Approval and Release actions. 

PRS DATA FIELDS

1- Study Identification
· Unique protocol ID [Use the UW IRB number assigned to your study]:
· Brief title: 
· Acronym for study:  
· Official title: 
· Secondary IDs:
· Secondary ID type [Select one]:
☐     NIH grant/contract award number 
☐  Other grant/funding number
☐  Registry identifier (from a clinical trial registry)
☐  EudraCT # from European Medicine Agency Clinical Trials Database	
☐  Other identifier
· Description: 
· Study type [Select one]: 
☐     Interventional 
☐  Observational
☐  Observational with Patient Registry
☐  Expanded Access

2- Study Status
· Record verification date:
· Overall recruitment status [Select one]:
☐  Not yet recruiting
☐  Recruiting (whether or not any participants have been enrolled)
☐  Enrolling by invitation
☐  Active, not recruiting
☐  Competed
☐  Suspended
☐  Terminated
☐  Withdrawn
· Why study stopped:
· Study start date:
· Primary completion date:
· Study completion date:

3- Sponsors/collaborators
· Responsible Party, by official title [Select one. For UW research, this is the Principal Investigator.]: 
☐    Sponsor (entity that initiates the study)
☐    Principal Investigator
☐    Sponsor-investigator (PI-initiated-and-conducted)
· Investigator Information:
· Investigator name:
· Investigator official title:
· Investigator affiliation:
· Name of Sponsor Organization [For UW research, this is the University of Washington]: 
· Collaborators: 

4- Oversight
· Studies a FDA-regulated Device:
· Device not approved or cleared by FDA [Select one]: 
☐  Yes
☐  No
· Post prior to FDA approval or clearance [Select one]: 
☐  Yes
☐  No
· Pediatric post-market surveillance of a device [Select one]:
☐  Yes
☐  No
· Studies an FDA-regulated drug [Select one]: 
☐  Yes
☐  No
· Investigational new drug (IND) / investigational device exemption (IDE) [Select one]:
☐  Yes
☐  No
· FDA Center [Select one]:
☐      CDER (drugs)
☐      CBER (biologics)
☐      CDRH (devices)
· IND/IDE number:
· IND serial number:
· Availability of expanded access [Select one]:
☐  Yes
☐  No
☐    Unknown
· Expanded access record NCT number:
· Product manufactured in and exported from the U.S. [Select one]:
☐  Yes
☐  No
· Human subjects protection review board (IRB) status [Select one]:
☐   Request for approval not yet submitted
☐   Submitted and pending
☐   Submitted and approved
☐   Exemption granted
☐   Submitted and denied
☐   Submission not required
· Board approval number [Use the IRB number assigned to your study.]:
· Board name [If the UW IRB: University of Washington Institutional Review Board]:
· Board affiliation [If the UW IRB: University of Washington]:
· Board contact: Phone [If the UW IRB, 206-543-0098]:
· Board contact: Phone extension [If the UW IRB, none]:
· Board contact: Email [If the UW IRB, hsdinfo@uw.edu]: 
· Board contact: Address [If the UW IRB: Human Subjects Division, Box 359470, University of Washington, Seattle, WA, 98195-9470, USA]:
· Data Monitoring Committee [Select one]: 
☐  Yes
☐  No
· Plan to share IPD (individual participant data) [Select one]:
☐  Yes
☐  No
☐    Undecided
· Plan description:
· FDA-regulated intervention [Select one]: 
☐  Yes
☐  No
· Section 801 clinical trial [Select one]: 
☐  Yes
☐  No

5- Study Description
· Brief summary: 
· Detailed description: 

6- Conditions and Keywords
· Primary disease or condition being studied in the trial, or the focus of the study:
· Keywords: 

7- Study Design
· Interventional Study Design
· Primary purpose [Select one]: 
☐  Treatment
☐  Prevention
☐  Diagnostic
☐  Supportive care
☐  Screening
☐  Health services research
☐  Basic science
☐  Device feasibility
☐  Other
· Study phase [Select one]: 
☐  N/A (e.g., device trials, behavioral intervention)
☐  Early Phase 1 (formerly called Phase 0)
☐  Phase 1
☐  Phase 1/Phase 2
☐  Phase 2 
☐  Phase 2/Phase 3
☐  Phase 3 
☐  Phase 4
· Interventional model [Select one]: 
☐  Single group
☐  Parallel
☐  Cross-over
☐  Factorial
☐  Sequential 
· Model description: 
· Number of arms:
· Masking [Select all that apply]: 
☐  No masking
Roles, if masking:
☐  Participant
☐  Care provider
☐  Investigator 
☐  Outcomes assessor 
· Masking descriptions: 
· Allocation [Select one]: 
☐  Randomized 
☐  Nonrandomized 
☐  Not applicable (single arm trial)
· Enrollment: 
· Observational Study Design
· Observational study model [Select one]: 
☐  Cohort
☐  Case-control
☐  Case-only
☐  Ecologic or community studies 
☐  Family-based 
☐  Other
· Time perspective [Select one]: 
☐  Prospective
☐  Retrospective
☐  Cross-sectional
☐  Other
· Bio-specimen retention [Select one]: 
☐  Non retained
☐  Samples with DNA are retained 
☐  Samples without DNA are retained 
· Biospecimen description:
· Enrollment: 
· Target follow-up duration: 
· Number of groups/cohorts:
 
8- Arms, groups, and interventions
· Arm information, entered for each arm of an interventional study 
· Arm title: 
· Arm type [Select]: 
☐    Experimental
☐    Active comparator
☐    Placebo comparator
☐    Sham comparator
☐    No intervention
☐    Other
· Arm description: 
· Arm/intervention cross-reference: 
· Groups/cohort information, entered for each group/cohort
· Group/cohort label:
· Group/cohort description: 
· Intervention/exposure, entered for each intervention/exposure associated with an arm or group
· Intervention type [Select one]: 
☐    Drug (including any placebo) 
☐    Device (including any sham)
☐    Biological/vaccine
☐    Procedure/surgery
☐    Radiation
☐    Behavioral
☐    Genetic (including gene transfer, stem cell, recombinant DNA)
☐    Dietary supplement
☐    Combination product
☐    Diagnostic test 
☐    Other
· Intervention name(s): 
· Other intervention name(s):
· Intervention description: 

9- Outcome measures
· Primary outcome measure information
· Title:
· Description:
· Time Frame:
· Secondary outcome measure information
· Title: 
· Description:
· Time Frame:
· Other pre-specified outcome measures
· Title:
· Description:
· Time Frame: 

10- Eligibility
· Sex/gender
· Sex [Select one]:
☐  Male
☐  Female 
☐  All
· Gender [Select one]: 
☐  Yes: eligibility is based on gender
☐  No: eligibility is not based on gender
· Gender eligibility description: 
· Age limits 
· Minimum age:
· Unit of time [Select one]: 
☐  Year
☐  Months 
☐  Weeks
☐  Days
☐  Hours 
☐  Minutes
☐  N/A (No limit) 
· Maximum age:
· Unit of time [Select one]: 
☐  Year
☐  Months 
☐  Weeks
☐  Days
☐  Hours 
☐  Minutes
☐  N/A (No limit) 
· Other eligibility criteria
· Accepts healthy volunteers [Select one]:
☐  Yes
☐  No
· Eligibility criteria:
· Study population description:
· Sampling method [Select one]: 
☐  Probability sample
☐  Non-probability sample

11- Contacts, locations, and investigator information 
· Central contact person
· First name:
· Middle Initial:
· Last name or official title:
· Degree:
· Phone:
· Phone extension:
· Email: 
· Central contact backup
· First name:
· Middle Initial:
· Last name or official title:
· Degree:
· Phone:
· Phone extension:
· Email: 
· Overall study officials
· First name:
· Middle Initial:
· Last name or official title:
· Degree:
· Organizational affiliation: 
· Official’s Role [Select one]:
☐   Study Chair
☐   Study Director
☐   Study Principal Investigator
· Facility information (for each participating facility)
· Facility name:
· City:
· State/province:
· ZIP/postal code:
· Country:
· Individual site status (for each site) [Select one for each site]: 
☐   Not yet recruiting
☐   Recruiting (whether or not any participants have been enrolled) 
☐   Active, not recruiting
☐   Completed
☐   Suspended
☐   Terminated 
☐   Withdrawn
· Facility contact (for each participating facility)
· First name:
· Middle Initial:
· Last name or official title:
· Degree:
· Phone:
· Phone extension:
· Email: 
· Facility contact backup: 
· First name:
· Middle Initial:
· Last name or official title:
· Degree:
· Role [Select one]:
☐   Site Principal Investigator
☐   Site Sub-Investigator

12- References
· Citations
· PubMed identifier:
· Citation: 
· Results reference: 
· Links
· URL:
· Description:
· Available study data/documents (provide this information for each)
· Type [Select]:
☐    Individual participant data set 
☐    Study protocol 
☐    Statistical analysis plan 
☐    Informed consent form 
☐    Clinical study report 
☐    Analytic code 
☐    Other 
· URL:
· Identifier:
· Comments:
· Responsible Party Contact Information
· Name of individual:
· Official title:
· Physical address
· Name of organizational affiliation:
· Street address:
· City:
· State/province:
· ZIP/postal code:
· Country:
· Mailing address
· Name of organizational affiliation:
· Street address:
· City:
· State/province:
· ZIP/postal code:
· Country:
· Phone and email
· Phone:
· Phone extension:
· Email:
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