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> 11,000 patients 
published with FAPI 
family of compounds 

> 1,100  gastric cancer 
patients imaged with FAPI 
PET (>60 papers)

> 1,100  pancreatic cancer 
patients imaged with FAPI 
PET (>60 papers)

> 700 colorectal cancer 
patients imaged with FAPI 
PET (>40 papers)

> 800  hepatobiliary 
cancer patients imaged 
with FAPI PET (>55 papers)

Published patient data with FAPI



Meta Data Analysis with FAPI suggests strong diagnostic 
performance in GI cancers



• Created by Prof. Haberkorn lab (Heidelberg University)
• Lead F-18 product in FAPI family of compounds
• Being developed by SOFIE in the US
• Produced by SOFIE Network of Radiopharmacies

Tadashi Watabe et. al. Journal of Nuclear Medicine Aug 
2023, 64 (8) 1225-1231; DOI: 10.2967/jnumed.123.265486

Green: Producing now    Orange: 2026 go live



• MGH
• MSKCC 
• BAMF Health

• Northwell
• UCLA Health 
• Mayo Rochester

103 disease subjects 
imaged

[18F]FAPI-74 Phase 2 Study in patients with GI cancers

First patient dosed
May 11, 2023 

Last patient dosed
Jan 31, 2025

[18F]FAPI-74 PET demonstrated, in 100% of cases, 
the ability to detect FAP when FAP was present in 

tissues. 
 This validates [18F] FAPI-74 PET’s ability to select 

patients based on presence of FAP.  

[18F]FAPI-74 PET demonstrated, in 94% of cases, the 
ability to detect disease when the disease was 

present.  
This validates [18F]FAPI-74 in detection of oncologic 

malignancies.

Primary Endpoint -
[18F]FAPI-74 detecting FAP

Secondary Endpoint -
[18F]FAPI-74 detecting Disease

[18F]FAPI-74 Phase 2 Study in GI Cancer Patients-NCT05641896

6

Phase 2 in patients with GI Cancers: 
hepatocellular carcinoma, gastroesophageal 
cancers, cholangiocarcinoma, colorectal 
cancer and pancreatic cancer



Gastric Cancer- 1NCCN Guidelines
Modality Primary disease Lymph node Preoperative 

staging
Peritoneal Comments

Endoscopic 
Ultrasound

Indicated for assessing 
the depth of tumor
invasion and nodal 
involvement

CT Best in initial and 
preoperative staging

FDG PET Used in preoperative 
staging and treatment 
response. Additive to CT

2 Laparoscopy 

1 NCCN Guidelines Version 2.2025, 04/04/25 © 2025
2  https://www.mdpi.com/2072-6694/15/13/3425

Sensitivity: 85%
Specificity: 100%

Accuracy: 53%

Accuracy: 47%

Futile surgeries at 10-25%



Pancreatic Ductal Adenocarcinoma 1NCCN Guidelines
Modality Primary disease Preoperative staging/Met detection Peritoneal Comments

EUS Primary disease site. 
Complementary to CT
Not routine staging

CT
Staging, restaging and 
follow up 

FDG PET Added sensitivity for 
distant mets. Staging and 
treatment monitoring

MRI Complementary to CT 
Especially in hepatic 
staging

2 Laparoscopy 

1 NCCN Guidelines Version 2.2025, 02/03/2025
2  https://www.mdpi.com/2072-6694/15/13/3425

CA 19-9 a key serum biomarker for disease progression
Futile surgeries at 10-25%

Accuracy: 70-85%

Hepatic 
Staging



Phase 3- FAPI-GO at a Glance 

Patient Population
Estimated enrollment of 200 Adults with 
pathologically confirmed gastric, 
gastroesophageal junction, or esophageal cancer 
undergoing staging for treatment planning

[18F]FAPI-74
Radioactive diagnostic agent used in PET for 
detection of Fibroblast Activation Protein (FAP)+ 
cancer cells 

Outcome Measures
Sensitivity and specificity for detection of distant 
metastatic disease (M1) compared to Standard of 
Truth (SOT)

Trial Name
Using [18F]FAPI PET to Detect Metastatic Disease 
in patients that have gastric or esophageal 
cancer (FAPI-GO)

ClinicalTrials.gov ID
NCT07217704

Activation date
Nov 2025, estimated completion of 2 years

Site Info
18 Sites to be activated by mid-2026



Phase 3- FAPI-PRO at a Glance 

Patient Population
Estimated enrollment of 200 Adults with 
pathologically confirmed PDAC undergoing 
staging for treatment planning

[18F]FAPI-74
Radioactive diagnostic agent used in PET for 
detection of Fibroblast Activation Protein (FAP)+ 
cancer cells 

Outcome Measures
Sensitivity and specificity for detection of 
distant metastatic disease (M1) compared to 
Standard of Truth (SOT)

Trial Name
Using [18F]FAPI PET to Detect Metastatic Disease 
in patients that have pancreatic ductal 
adenocarcinoma (PDAC) (FAPI-PRO)

ClinicalTrials.gov ID
NCT07217717

Activation date
Dec 2025, estimated completion of 2 years

Site Info
18 Sites to be activated by mid-2026



Lessons learned and Closing 

FAP targeting has tremendous potential in oncologic and non-
oncologic disease detection. Currently SOFIE is pursuing 
gastroesophageal cancers and PDAC.

Care should be taken in identifying performance and potential 
utility in specific diseases and stages of disease (primary 
disease, lymph nodes, distant mets, staging, re-staging and 
treatment monitoring) where current modalities fall short. 

Consultation with treating physicians, surgeons and relevant 
care providers results in critical insights for identification of 
unmet need and trial design.

Industry Sponsors should consider supply chain and ability to 
support clinical trial distribution (Phase 2 and Phase 3) along 
with commercial launch feasibility.
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