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IND 141561                                 
 
 FDA TELECONFERENCE (TCON) MINUTES 
 
 
Biologics Consulting Group, Inc. 
Attention:  Dr. Norman W. Baylor, PhD  
1555 King St – Suite #300 
Alexandria, VA  22314 
 
 
Dear Dr. Baylor (for Sponsor:  Blue Earth Diagnostics),1 
 
 
Regarding IND 141561 / [F-18] rhPSMA-7.3, Meeting Package dated March 5, 2021, and the 
Type B Pre-NDA teleconference (TCON) of April 9, 2021, please find enclosed the FDA Minutes 
dated May 6, 2021. 
 
Please notify us of any significant differences in understanding the teleconference discussion. 
 
If you have any questions regarding this IND, please contact me at:  
Thuy.Nguyen@fda.hhs.gov or (301) 796-1427. 

 
 

Sincerely, 
 

{See appended electronic signature page} 
 

Thuy M. Nguyen, MPH 
Senior Regulatory Health Project Manager 
FDA CDER - Division of Imaging and Radiation 
Medicine (DIRM) 

      US Food and Drug Administration 
 
Enclosure:  FDA TCON Minutes 
 
 
 
 
 
 
 

 
1 We update guidances periodically. For the most recent version of a guidance, check the FDA Guidance Documents 
Database https://www.fda.gov/RegulatoryInformation/Guidances/default.htm. 
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FDA PARTICIPANTS (cont.): 
Shane Masters, MD, PhD, Primary Clinical Reviewer 
Thuy M. Nguyen, MPH, Senior Regulatory Health Project Manager 
George Shen, PhD, Clinical Pharmacology Reviewer 
Sue-Jane Wang, PhD, Deputy Director, Division of Biometrics I 
Jyoti Zalkikar, PhD, Statistical Observer, Division of Biometrics I 
 
 
AGENDA:   Regarding this Pre-NDA teleconference (TCON), to discuss the Sponsor Meeting 
Package dated 03/05/21, the FDA Preliminary Meeting Response #2 – Clinical & Statistical 
dated 04/07/21 and the Sponsor slides of 04/09/21. 
 
DISCUSSION 
 
The Sponsor (BED) highlighted the challenges of conducting Phase 3 studies during a 
pandemic.  BED provided some background that FDA guidance on conducting trials during 
COVID was helpful, but BED continues to experience a host of challenges related to COVID. 
This includes patients reluctant to enroll and participate in surgery, which disproportionately 
affected Study 301.  Two of the first three patients did not continue in the study because of 
COVID related reasons.  Site initiation meetings were delayed, hospital workers were working 
from home, and there have been ongoing challenges with delayed data entry, missed study 
visits, remote follow ups, decreased understanding of communications/questions, source data 
verification issues, and delayed conduct of central blinded and standard of truth (SOT) 
readings.   All of these have an impact on the trials. 
 
BED confirmed that they understand that Study 301 data is needed for a broader indication 
including primary cancer imaging and provided some background on the study status.  Study 
301 initiated the first study site in January 2020, screened the first patient in March 2020, and 
currently has achieved 355 enrolled patients.  There are 219 patients with histopathology data 
available post-surgery and BED will share the Study 301 CSR when available.  
 
BED currently intends to proceed with an NDA relying on Study 302 to support a biochemical 
recurrence (BCR) indication along with safety data from a portion of Study 301 patients, 
supporting evidence from use of 18F rhPSMA-7 at Technical University of Munich (TUM), and 
data to support a scientific bridge between 18F rhPSMA-7 and 18F rhPSMA-7.3.   The 
scientific bridge will utilize available nonclinical and clinical data.  The clinical data will include 
direct comparison of the biodistribution and tumor uptake of both compounds.   BED intends to 
work with TUM to get patient specific data, however, it is very likely that BED will need to rely 
on the published data or will only be able to obtain aggregate level data from these 
retrospective analyses of clinical experience. 
 
No Study 302 efficacy data is available to share with FDA at this time. 
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PRESCRIBING INFORMATION 
 
In your application, you must submit proposed prescribing information (PI) that conforms to 
the content and format regulations found at 21 CFR 201.56(a) and (d) and 201.57 including 
the Pregnancy and Lactation Labeling Rule (PLLR) (for applications submitted on or after 
June 30, 2015).  As you develop your proposed PI, we encourage you to review the labeling 
review resources on the PLR Requirements for Prescribing Information2 and Pregnancy and 
Lactation Labeling Final Rule3 websites, which include: 
 

• The Final Rule (Physician Labeling Rule) on the content and format of the PI for 
human drug and biological products.  

• The Final Rule (Pregnancy and Lactation Labeling Rule) on the content and 
format of information related to pregnancy, lactation, and females and males of 
reproductive potential. 

• Regulations and related guidance documents.  

• A sample tool illustrating the format for Highlights and Contents, and  

• The Selected Requirements for Prescribing Information (SRPI) − a checklist of 
important format items from labeling regulations and guidances.  

• FDA’s established pharmacologic class (EPC) text phrases for inclusion in the 
Highlights Indications and Usage heading. 

Pursuant to the PLLR, you should include the following information with your application to 
support the changes in the Pregnancy, Lactation, and Females and Males of Reproductive 
Potential subsections of labeling.  The application should include a review and summary of the 
available published literature regarding the drug’s use in pregnant and lactating women and 
the effects of the drug on male and female fertility (include search parameters and a copy of 
each reference publication), a cumulative review and summary of relevant cases reported in 
your pharmacovigilance database (from the time of product development to present), a 
summary of drug utilization rates amongst females of reproductive potential (e.g., aged 15 to 
44 years) calculated cumulatively since initial approval, and an interim report of an ongoing 
pregnancy registry or a final report on a closed pregnancy registry.  If you believe the 
information is not applicable, provide justification.   
 
 

 
2 https://www.fda.gov/drugs/laws-acts-and-rules/plr-requirements-prescribing-information 
3 https://www.fda.gov/drugs/labeling/pregnancy-and-lactation-labeling-drugs-final-rule 
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OFFICE OF SCIENTIFIC INVESTIGATIONS (OSI) REQUESTS  
 
The Office of Scientific Investigations (OSI) requests that the items described in the draft 
Guidance for Industry:  Standardized Format for Electronic Submission of NDA and BLA 
Content for the Planning of Bioresearch Monitoring (BIMO) Inspections for CDER Submissions 
(February 2018) and the associated Bioresearch Monitoring Technical Conformance Guide 
Containing Technical Specifications be provided to facilitate development of clinical 
investigator and sponsor/monitor/CRO inspection assignments, and the background packages 
that are sent with those assignments to the FDA ORA investigators who conduct those 
inspections.  This information is requested for all major trials used to support safety and 
efficacy in the application (i.e., Phase 2/3 pivotal trials).  Please note that if the requested items 
are provided elsewhere in submission in the format described, the Applicant can describe 
location or provide a link to the requested information.  
 
Please refer to the draft Guidance for Industry:  Standardized Format for Electronic 
Submission of NDA and BLA Content for the Planning of Bioresearch Monitoring (BIMO) 
Inspections for CDER Submissions (February 2018) and the associated Bioresearch 
Monitoring Technical Conformance Guide Containing Technical Specifications.4 
 
SUBMISSION FORMAT REQUIREMENTS 
 
All submissions should be submitted with a cover letter and applicable FDA Forms. 
 
The Electronic Common Technical Document (eCTD) is CDER and CBER standard format for 
electronic regulatory submissions.    
 
Submissions that do not adhere to the requirements stated in the eCTD Guidance will be 
subject to rejection.  For more information please visit: http://www.fda.gov/ectd. 
 
The FDA Electronic Submissions Gateway (ESG) is the central transmission point for sending 
information electronically to the FDA and enables the secure submission of regulatory 
information for review.    For additional information, see FDA.gov.5 
 
SECURE EMAIL 
 
Secure Email is required for all email communications from the FDA to the Sponsors and / or 
Sponsor’s Authorized Representatives when confidential information is included in the 
message. 
 
Sponsors and Sponsor’s Authorized Representatives must each establish a Secure Email 
account with the FDA to receive email communications from the FDA that include confidential 
information (e.g., information requests (IRs), meeting responses, courtesy copies of FDA 
letters, labeling revisions, trade secrets, manufacturing, or patient information, etc). 

 
4 https://www.fda.gov/media/85061/download 
5 http://www.fda.gov/ForIndustry/ElectronicSubmissionsGateway 
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To establish a Secure Email with the FDA, send an email request: SecureEmail@fda.hhs.gov.   
 
Note:  A secure email may not be used for formal official regulatory submissions.  
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