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VERY TIMELY TOPIC



„SEEING WHAT YOU TREAT“ AND „TREATING WHAT YOU SEE“
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VISION STUDY DESIGN

Sartor et al., NEJM 2021



VISION RESULTS

Sartor et al., NEJM 2021



VISION RESULTS

Fizazi et al. ESMO 2021: 576MO



VISION TOXICITY

Fizazi et al. ESMO 2021: 576MO

Patients, n (%)

177Lu-PSMA-617 + SOC
(n = 529)

SOC alone  (n = 205)

All grades Grade 3–5 All grades Grade 3–5

Any drug-related TEAE
Serious
Grade 5a

451 (85.3)
49 (9.3)
5 (0.9)

150 (28.4)
43 (8.1)
5 (0.9)

59 (28.8)
5 (2.4)
0 (0.0)

8 (3.9)
5 (2.4)
0 (0.0)

TEAEs grouped by topics of interest

Fatigue 260 (49.1) 37 (7.0) 60 (29.3) 5 (2.4)

Bone marrow suppression
Leukopenia
Lymphopenia
Anaemia
Thrombocytopenia

251 (47.4)
66 (12.5)
75 (14.2)

168 (31.8)
91 (17.2)

124 (23.4)
13 (2.5)
41 (7.8)

68 (12.9)
42 (7.9)

36 (17.6)
4 (2.0)
8 (3.9)

27 (13.2)
9 (4.4)

14 (6.8)
1 (0.5)
1 (0.5)

10 (4.9)
2 (1.0)

Dry mouth 208 (39.3) 0 (0.0) 2 (1.0) 0 (0.0)

Nausea and vomiting 208 (39.3) 8 (1.5) 35 (17.1) 1 (0.5)

Renal effects 46 (8.7) 18 (3.4) 12 (5.9) 6 (2.9)

Second primary malignancies 11 (2.1) 4 (0.8) 2 (1.0) 1 (0.5)

Intracranial haemorrhage 7 (1.3) 5 (0.9) 3 (1.5) 2 (1.0)



THERAP TRIAL



PSMA RLT ACCORDING TO GUIDELINES (EAU AND ASCO)



RLT FOR MCRPC APPROVED AND IN DEVELOPMENT

Probe Ligand type Company Status

177Lu-PSMA-617 Small molecule AAA, academic centers FDA and EMA approved

177Lu

177Lu-PSMA-I&T / 
177Lu-PSMA-PNT2002

Small molecule
Curium Pharma / 

Point Biopharma
Phase 3 ongoing

177Lu-DOTA-rosopatamab Antibody (human) Telix Pharmaceuticals Ltd Phase 3 ongoing

177Lu-J591
Antibody (murine; 

deimmunised)

Academic centers 

(Weill Cornell)
Phase 2 ongoing

177Lu-EB-PSMA-617 Small molecule Academic centers Phase 1

225Ac

225Ac-PSMA-617 Small molecule AAA Phase 2 ongoing

225Ac-J591 Antibody (murine)
Academic centers 

(Weill Cornell)
Phase 2 ongoing

Other

131I-PSMA-1095 Small molecule
Progenics 

Pharmaceuticals
Phase 2 ongoing

227Th-PSMA-TTC Antibody (human) Bayer Phase 1

mCRPC, metastatic castration-resistant prostate cancer; PSMA, prostate-specific membrane antigen; RLT, radioligand therapy. 
https://www.clinicaltrials.gov/ct2/results?cond=prostate+cancer&term=radioligand+therapy+&cntry=&state=&city=&dist= (last accessed 15 July 2022).
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EARLIER LINES MCRPC (PRE-CHEMO)

Novartis (NCT04689828)



EARLIER LINES MCRPC (PRE-CHEMO)

Novartis (NCT04689828)



EARLIER LINES MCRPC (PRE-CHEMO)

Point Biopharma (NCT04647526)



EARLIER LINES MHSPC (PRE-CHEMO)

Novartis (NCT04720157)
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aPERCIST, adapted Positron Emission Tomography Response Criteria in Solid Tumors; aPCWG3, adapted Prostate Cancer Working Group Criteria; PD, progressive disease; PET, positron emission

tomography; PPP, PSMA PET progression; PSMA, prostate-specific membrane antigen; RECIP, Response Evaluation Criteria In PSMA-Imaging; RECIST, Response Evaluation Criteria in Solid Tumors; 

rPFS, radiographic progression-free survival; SUV, standardized uptake value.

1. Gafita A, et al. Eur J Nucl Med Mol Imaging 2022;doi:10.1007/s00259-022-05882-x; 2. Kuo P, et al. J Clin Oncol 2022;40(no. 16_suppl):5002.

13%

52%
58% 56%

32%

52%

48%
42% 44%

68%

35%

RECIST 1.1 aPCWG3 aPERCIST PPP RECIP 1.0

Non-measurable

No PD

PD

Interpretation of response among criteria for 

response evaluation at 12 weeks after 177Lu-PSMA 

radioligand therapy1

PSMA PET SUVmean at baseline as a predictor of 

response to 177Lu-PSMA-617 radioligand therapy2

ESTABLISHING PSMA PET FOR PATIENT SELECTION AND RESPONSE MONITORING



VISION: ROOM FOR IMPROVEMENT

More than 50% of patients do NOT respond (PSA decrease >50%).

Sartor et al., NEJM 2021



COMBINATION TREATMENT

Hofman et al., ASCO 2022



DIFFERENT TARGETS AND RADIONUCLIDES

Clinicaltrials.gov Search:

hK2-mab (JNJ-69086420)

GRPR-peptide binders

H5A10-mab

Neurotensine-peptide binders

LRRC15-binders

https://www.nicepng.com/maxp/u2w7u2a9i1w7q8u2/

New Radionuclides such as 212Pb, 
64Cu, 161Tb etc.



1. Lack of Professionals

2. Patient Referral

3. Economics

MAJOR CHALLENGES



SUMMARY

• PSMA Theranostics ready for prime time: FDA and EMA approval

• VISION paved the way to establish PSMA Theranostics as „volume“ indication

• Next steps: moving PSMA RLT into earlier lines

• Major opportunities/challenges need to be addressed (Scale Up, Logistics, 

Combination Treatment, Costs)

• Most important need: To „oncologize“ nuclear medicine

• Opportunity to establish a „new platform technology“



Theranostics: Field of Growth

Thank you very much for your 
attention!

Twitter: #ProfKHerrmann


