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Overview

• Quick overview of PET and PSMA 

• Clinical Data supporting registration

• Registration approach



PET and PSMA definitions

Positron emission tomography 

(PET) is a technique that 

measures physiological function 

by looking at blood flow, 

metabolism, neurotransmitters, 

and radiolabelled drugs. 1

1. Berger. BMJ v326; 2003

2. Nikfarjam et al.Biophysical Reviews 2022:14; 03-315
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Prostate-specific membrane antigen is a type 

II transmembrane glycoprotein which is over 

expressed in prostate cancer 

PSMAPET



In 2020, three Ga68 PSMA-11 PET tracers 
were approved, thanks to the foundational 
efforts of UCLA & UCSF
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Ga68 PSMA-11 is a radioactive diagnostic 
agent indicated for positron emission 
tomography (PET) of prostate specific 
membrane antigen (PSMA) positive lesions in 
men with prostate cancer:

• With suspected metastasis who are 

candidates for initial definitive therapy.

• With suspected recurrence based on 

elevated serum prostate-specific antigen 

(PSA) level.

INDICATION FOR USE1

1. Ga68-PSMA-11 Prescribing Info



KEY CLINICAL STUDY  
PC with suspected metastasis before 
initial definitive therapy

1

1. Hope et al. JAMA Oncol 2021 Nov; 7(11):1635-1642

2. Ga68 PSMA-PET Prescribing Information 2020

3. Alipour et al.  Ther Adv Med Oncol 2019; 11: 1-14
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KEY CLINICAL STUDY
PC with suspected recurrence based 
on elevated serum PSA level (BCR)

1

1. Fendler et al, JAMA Oncol 2019: 5(6): 856-863

2. Ga68-PSMA-PET Prescribing Information 2020

3. Morawitz et al, European Journal of Radiology 136 (2021)
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UCLA and UCSF took a unique 
approach to registration1

1. Carlucci et al, JNM,2020.

• Both institutions would submit separate NDAs sharing same clinical and nonclinical 

information, similar labeling information, but with site-specific CMC modules

• Both submissions would be 505(b)(2) NDAs, referencing published literature for 

nonclinical and clinical pharmacology and clinical dosimetry

• Both NDAs waived market exclusivity, so the PET imaging providers can submit ANDA 

immediately, using either NDA drug product as a reference drug

• Academic institutions are indispensable for regulatory approval of PET drugs;  while 

regular drug development and commercialization depends nearly exclusively on industry 

sponsorship



From academic NDA to 
commercial utility1

• In Oct 2020, the FDA published a guidance document titled “Referencing 

Approved Drug Products in ANDA Submissions”

• An ANDA submission will most likely include:

• Module 1 (administration and labeling)

• Module 2 (Common Technical Document (CTD) summary)

• Module 3 (CMC information)

• Section 1.12.12 requires information demonstrating that the generic product is the 

same as the reference drug by demonstrating the active ingredients, route of 

administration, dosage form, strength and conditions of use are the same as those 

of the reference drug

• Both TELIX and Novartis filed an ANDA cross-referencing UCLA/UCSF’s NDA

1. Carlucci et al, JNM,2020.
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The PIs contain similar indications but 
differences in dosage, strength and 
preparation1,2,3

1. Ga68-PSMA-11 Prescribing Info

2. Illuccix Prescribing Info

3. Locametz Prescribing Info



Summary

• 68Ga-PSMA-11 is a PET radiotracer that targets PSMA receptors, 
overexpressed in advanced prostate cancer

• UCLA/UCSF, in collaboration with the FDA, obtained the approval of 
the first PSMA-targeted PET tracer

• Market exclusivity was lifted allowing industry and other research 
hospitals to file ANDAs, supporting commercialization and distribution 
for widespread patient care

• This is an example of the critical role Academia can play in bringing 
novel tracers to the market


