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 Scanner Validation Process  
 

 

 

SCANNER REGISTRATION 

Before any site can undergo Scanner Validation, it must first register their scanner information into the CTN 

Database, or complete paper qualification forms in the event the Database is not operational.  During the process 

of registering a site in the Database, there are specific fields that must be completed regarding the PET/CT 

scanners and dose calibrators.  This section must be completely answered before a site can be recommended to 

proceed with Scanner Validation.   

 

I. Complete on-line scanner information  

 The online Database contains a number of fields directly relevant to the scanner(s) at a site. This information 

includes: 

a. Scanner make, model, mode, age, etc 

b. Dose calibrator model, vendor, settings, etc 

  

II. Paper Scanner Information Form 

If the online Database is not operational, then a paper form (supplied by CTN staff) must be completed and 

reviewed by the Scanner Validation Committee before evaluation of a site’s resources can be completed. The 

form includes the same information as the Database, but must be physically emailed or faxed to the Scanner 

Validation Committee   

 

III. Determination of Acceptable Resources 

After the site completes and submits the relevant scanner information along with the other required database 

fields (or paper forms if the database is not operational), it is reviewed by the Scanner Validation and Site 

Qualification Committees and determination to proceed with the Scanner Validation process is made.  A site is 

notified of the results by email. 

 

SCANNER VALIDATION 

Scanner validation requires the use of a CTN phantom.  Before a site can be fully-qualified, it must successfully 

complete validation of all PET/CT scanners (or, by special exception, PET only scanners) planned on being used for 

clinical trials. The following steps must be successfully completed before moving to the next step in the process. 

 

I. Site Submits Completed Scanner Questionnaire 

In addition to the Scanner Registration Process, it may be necessary for the site to complete a one-page 

worksheet (paper form) before starting the validation process.  The form is supplied by the CTN staff and 

contains the following fields: 

a. Scanner make, model, mode, age, etc 

b. Dose calibrator model, vendor, adjustments, etc 

c. Site and contact person information 

d. Electronic image transfer capabilities 



CTN Scanner Validation Process v.2 6/3/13 

  

The site emails or faxes the completed form to the Scanner Validation Committee to determine if the site has 

the resources to proceed with scanner validation. 

 

II. Imaging the Phantom  

Once the Committee reviews the scanner information, a decision is made regarding the site’s capability to 

further participate in the scanner validation process.  

a. In the event a scanner is too old or other equipment is considered to be lacking in recommended 

upgrades, an email is sent to the site with recommendations on how to improve or resolve the issues 

before a phantom is sent to them.  If a site can successfully resolve the issues, see II-b below. 

b. If a site is approved to proceed with the scanner validation process, a phantom is then shipped and 

instructions on filling and scanning the CTN phantom is emailed to the site.  The instructions contain 

contact information for technical and administrative assistance as well as the following: 

I. A link to an online video demonstration on how to fill and scan the phantom 

II. Forms to record information related to the scanning procedure.  

III. How to prepare the CD of scanned images in the event that the central server is not operational. 

c. Each phantom is numbered for tracking purposes. A funnel is included with the phantom to aid in filling 

the phantom ports, and both items are considered part of the scanner validation materials.  The funnel 

and phantom must not be used outside of this validation process.  In some cases, additional scanning may 

be required to complete the validation process; therefore, the site must hold on to the phantom and 

funnel until directed otherwise by the Scanner Validation Committee. 

d. All images should be sent via secure transfer to the CTN central server for review. If the central server is 

not operational at the time the images need to be submitted, then images must be burned to a CD as 

explained in the instructions.  A prepaid shipping label to ship the CD of images to the Scanner Validation 

Committee is provided by CTN staff.  Data required and recorded on the paper forms as part of the 

process can still be entered into the CTN database.   

 

III. Site Submits Scans and Forms to Core Lab 

a. Ship/mail images and forms 

At this time, sites must burn scanned images to a CD and send it to the Scanner Validation Committee 

central office / Core Lab.  When ready to do so, the site contacts the committee designee that they are 

ready to send their materials, and a prepaid shipping label is provided to ship them in for evaluation.   

b. Transfer images and forms electronically 

When the central server is operational, images are sent via secure .ftp.  The accompanying forms are 

completed by hand and then emailed to the committee for evaluation with the images. 

 

IV. Core Lab Reviews Images and Data 

The images are reviewed by a panel of trained reviewers under the direction of one manager who is also 

responsible for training all reviewers.  Assignment of a site to a reviewer is random.  In some cases more than 

one reviewer may be asked to evaluate a site’s images and forms before a decision can be rendered. 

a. All images must meet pre-determined minimum requirements regarding  

I. Lesion detectability 

II. Image quality 

III. SUV measurements 
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b. Images must be burned or transferred electronically according to the specific instructions provided to the 

site. If images cannot be viewed appropriately on the central server, or read on FDA-approved software at 

the Core Lab if the server is down, the site must re-upload the images to the server or send in a new CD, if 

applicable.  Recommendations for making the appropriate changes will be provided by the reviewer(s). 

 

V. Site Completes SUV Measurements  

Once the images are determined to be acceptable,  a worksheet that records SUV measurements is emailed to 

the site.  Both site and reviewer SUV measurements are entered into the CTN database for that scanner.  If 

the database is not operational, then the site must email the SUV measurements to the Core Lab for review. 

When SUV measurements are completed and submitted, the following is carried out:  

a. The Core Lab reviews the SUV measurements for accuracy 

b. If correct, the site is notified that it has met all the required elements for scanner validation and the 

database is updated by the reviewer.   

c. If the SUV measurements provided by the site do not meet or surpass minimum values, the Scanner 

Validation Committee will recommend possible options to improve SUV assessment.  If SUVs 

measurements are still not acceptable after 2 attempts, the site may need to make adjustments to the 

scanner that may include vendor assistance, general maintenance and/or new equipment.  

 

VI. Once all the above steps are performed according to the guidelines and judged to be acceptable to the 

Scanner Validation Committee, the scanner validation process is complete.  A Scanner Validation Certificate is 

provided to the site for each scanner successfully completing the validation process. 

 


