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SUPPLEMENTAL FIGURE 1. Flow chart defining tissue positivity and negativity in the 
68Ga-DOTATOC retrospective trial. 
 

 

 

SUPPLEMENTAL TABLE 1 

Standardized Data Collection Criteria for non-Proprietary PET Radiopharmaceuticals 

Standardized Criteria Reason Examples 
Radiopharmaceutical 

end-product 

specification 

Assure same drug quality across trials pH range, radionuclidic purity, 

radiopharmaceutical purity 

Adverse Event Data 

Collection 

Assure safety standards consistently 

reported 

Same reporting lexicon, same 

follow-up periods… 

Dose Range Assuring same dose 3-5 mCi, with target 4 mCi 

Acquisition Parameters Assuring same/similar  imaging 

protocols 

Scan commenced 55-70 minutes 

post injection 

Interpretation criteria Assure consistent interpretation across 

trials 

Dual blinded reads, Threshold 

SUVmax, Minimum size criteria 

Reference/Truth 

Standard 

Assure true positive, true negative, false 

positive, and false negative results are 

reported based on same criteria. 

Comparison with histopathology 

or if no pathology, then 

conventional imaging. 

 

Tissue proven disease in 
patient/per patient  + 1 year 

OR 
Tissue proven disease (non-

excisional biopsy) -1 year

Pathology Based

Positive 
[In-111]Octreoscan

Octreoscan Based

Multiple CT or MRI or 
US or FDG Lesions

Conventional 
Imaging Based

Single CT or MRI Lesion 
AND concordant positive 

NET biomarkers

Conventional Imaging + 
NET Biomarkers Based

Yes Yes Yes

Positive by 
criteria 1

Type 1 Type 2 Type 3

No tissue proven disease in 
patient/per patient + 1 year

AND
(No tissue proven disease in 

patient/per patient – 1 year) –
OR (Curative intent excisional 

surgery – 1 year OK)

no no no

Positive by 
criteria 2

Positive by 
criteria 3

Yes

Type 4

Positive by 
criteria 4

no Candidate for  
“Negative For” 

Neuroendocrine 
Tumor

Yes All Conventional 
Imaging negative for 

NET disease

At least 1 conventional 
Imaging scan performed  
and documented within 

± 1 year of DOTATOC 
scan

no

Yes

no

Indeterminate 
for NET 
disease

Indeterminate 
for NET 
disease

Negative Biomarkers > 
1 year post DOTATOC 

Scan 

Yes

no

Indeterminate 
for NET 
disease

Physician Follow-Up 
>1 year free of disease

Never pathology 
proven disease, 

Negative Biomarkers 
around time of 
DOTATOC scan

Negative 
Neuroendocrine 

Tumor

Yes

no

Indeterminate 
for NET 
disease


