Form for User Feedback on Experience with Using QIBA Documents
I. Please describe your role and how you used the QIBA document:

Name: ____________________________________________

Organization: ______________________________________

Document Filename: <insert exact filename of the QIBA document that was used>.  Was it a Protocol? A Profile?

What role do you have in your department

head, director

MD  

technologist

physicist

other 

Which country are you located in:

What type of center do you work in?

University hospital

Public/State hospital (non-university)  

Private hospital

Private practice (network)

Public/private partnership (e.g., practice within public/state hospital) 

Pharmaceutical company

Contract Research Organization (CRO)

Device and/or software development company

Why did you use the QIBA document (include expectations or goals you had for it):


_____________________________________________________________________________________________________________________________
_____________________________________________________________________________________________________________________________
_____________________________________________________________________________________________________________________________
_____________________________________________________________________________________________________________________________
_____________________________________________________________________________________________________________________________
_____________________________________________________________________________________________________________________________
_____________________________________________________________________________________________________________________________
II. Please describe your experience with the QIBA document:

Everyone:

What quantitative performance are users achieving (whether yourself directly, through your influence in specifying use of the document, or via the products that you develop) in practice for each of our bulls-eye levels?  Please be specific by using the defined terms included at the end of this survey form.
_____________________________________________________________________________________________________________________________
_____________________________________________________________________________________________________________________________
_____________________________________________________________________________________________________________________________
_____________________________________________________________________________________________________________________________
_____________________________________________________________________________________________________________________________
_____________________________________________________________________________________________________________________________
_____________________________________________________________________________________________________________________________
If you are a clinician, clinical trialist, pharmaceutical company participant, or otherwise associated with patients:

Was the text sufficiently clear regarding how to perform scans?

If not, which parts were unclear?

Was content relatively complete, i.e., was the protocol working? 

Were imaging sites adhering to the protocol?

Did protocol improve the consistency of results?

Was protocol or user steps relatively easy to follow?

Do sites know the intended use of the protocol or profile?

Did you (or sites under your control) understand what they were performing?

Stratified sampling suggested to identify protocol recipients
If you are an engineer, research scientist not associated with a hospital, or other device and/or software supplier:

If the document was a protocol, did you see the relevance of it to what you do?
If the document was a Profile, were you able to determine how it related to your device or software design?

Was the level of user instructions (e.g., the portions associated with protocol steps and use model) helpful to you in controlling for these variables from your point of view (or are there other aspects of usage that you would have preferred be specified, or some that need not have been)?

III. Please provide any specific comments on the QIBA document itself:

Please fill out the following table, adding any additional rows as needed.  Please leave the first and last columns blank.  (The committee will use the first column to number comments and the last column to record resolution.)
	Leave Blank
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Notes

1. Initials identify the commenter to facilitate clarification of the issue and/or communication of the resolution.

2. Priority

a. L:  Low. Typo or other minor correction that an editor can manage. Requires no group discussion.

b. M: Medium issue or clarification. Requires discussion, but should not lead to long debate.

c. H: High. Important issue where there is a major issue to be resolved. Requires discussion/debate.
3. Line # shows exactly where in the original document the issue occurs, and is useful for sorting 
(Documents should have line numbering turned on so these are displayed in the left margin) 
4. Section # shows in which section the issue occurs (e.g. 4.1.2)
(it’s less precise than line # but it doesn’t change as much in the updated document as edits are completed)

5. Issue: Describe your issue. Don’t write a book, but do include enough to indicate what you see as a problem.

6. Proposal: Propose a resolution to your issue, e.g. suggested new wording or description of a way to address the issue.  
The committee might simply accept your suggested text.  Even if they don’t, it gives a good sense of what you’re looking for.  Leaving this blank means you can’t imagine how to resolve the issue, which makes it easier for the committee to admit they can’t imagine how to resolve it either and leave it unresolved.

Terms Specifically Related to Performance Assessment

· Uncertainty: The parameter associated with a measurement that characterizes the dispersion of results for a measured value. It is composed of two components:

· Accuracy, sometimes referred to as bias—the degree of agreement between the measured value of a quantity and its “true” value.

· Precision, sometimes referred to as variance—the degree of agreement between measured values obtained through replicate measurements under specified measurement conditions (e.g., repeatability or reproducibility conditions).



Figure 4: Accuracy indicates proximity of measurement results to the true value, precision to the repeatability or reproducibility of the measurement

· Reliability: The ability to produce the same value in replicate measurements. It can be quantified as a correlation coefficients (corresponding to signal to noise ratios). 
· Repeatability—the degree of agreement between replicate measurements of a quantity under identical conditions. 

· Reproducibility—the degree of agreement between replicate measurements of a quantity under specified changed conditions (e.g., variations in injected dosage, time between injection and imaging, etc.). 

· Validity: Ability of the test to accurately measure the truth. It may be quantified as a correlation coefficients (corresponding to signal to noise ratios). 

· Diagnostic Value: the diagnostic value of a procedure as defined by its sensitivity, specificity and predictive value and efficiency. Predictive Value is a measurement frequently used by clinicians to interpret diagnostic test results and consists of two components:

· Positive Predictive Value—the percent correct of all cases classified as “positive.” PPV depends on the prevalence of the disease in the study population

· Negative Predictive Value—the percent correct of all cases classified as “negative.” NPV depends on the prevalence of the disease in the study population. 
· Sensitivity: The fraction of positive cases that are classified as positive (disease present) by the “biomarker.” Sensitivity does not depend on the prevalence of the disease in the study population. 
· Specificity: The fraction of negative cases that are classified as negative (disease not present) by the “biomarker. Specificity does not depend on the prevalence of the disease in the study population.

	
	Condition
(as determined by "Gold standard")
	

	
	Positive
	Negative
	

	Test
outcome
	Positive
	True Positive
	False Positive
(Type I error, P-value)
	→ Positive predictive value

	
	Negative
	False Negative
(Type II error)
	True Negative
	→ Negative predictive value

	
	↓
Sensitivity
	↓
Specificity
	


Figure 5: Accuracy indicates proximity of measurement results to the true value, precision to the repeatability or reproducibility of the measurement

· Variability: The dispersion of measurement results. It is influenced by both statistical differences and measurement bias.  

· Variance—the expected, or mean value, of the square of the deviation of the mean from a series of statistical measurements.

· Bias—the result of external influences that may affect the accuracy of a series of statistical measurements.

� 	�HYPERLINK "http://en.wikipedia.org/wiki/Accuracy_and_precision"�http://en.wikipedia.org/wiki/Accuracy_and_precision�, accessed 29 December 2010.


� 	�HYPERLINK "http://en.wikipedia.org/wiki/Sensitivity_and_specificity"�http://en.wikipedia.org/wiki/Sensitivity_and_specificity�, accessed 29 December 2010.





Please return to <Field Test Leader> by e-mail at <Fill in Email> or by fax at <fill in FAX> 
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