
 

   
 

 

  

 
 

  
 

  
 

 
 

 
 

 
 

  
   

     
 

 
   

  
 

  
 

    
  

  
  

 
 

 
  

  
 

   
  

 
    

  
 

   
  

   
 

NDA 210828 
NDA APPROVAL 

University of Iowa Health Care (UIHC)
 
UIHC PET Imaging Center
 
Department of Radiology
 
Attention: John Sunderland, PhD
 
Director, PET Imaging Center
 
200 Hawkins Drive
 
Iowa City, Iowa 52242-1009
 

Dear Dr. Sunderland:
 

Please refer to your new drug application (NDA) dated May 23, 2018, received 

May 23, 2018, and your amendments, submitted pursuant to section 505(b)(2) of the
 
Federal Food, Drug, and Cosmetic Act (FDCA) for Ga-68-DOTATOC for IV injection,
 
18.5-148 MBq (0.5-4.0 mCi/mL).
 

We also refer to our approval letter dated August 21, 2019 which contained the 

following error:
 

REQUIRED PEDIATRIC ASSESSMENTS 

Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applications for 
new active ingredients (which includes new salts and new fixed combinations), new 
indications, new dosage forms, new dosing regimens, or new routes of administration 
are required to contain an assessment of the safety and effectiveness of the product for 
the claimed indication in pediatric patients unless this requirement is waived, deferred, 
or inapplicable. 

Because none of these criteria apply to your application, you are exempt from this 
requirement. 

This replacement approval letter incorporates the correction of the error. The effective 
approval date will remain August 21, 2019, the date of the original approval letter. 

We acknowledge receipt of your major amendment dated March 6, 2019, which 
extended the goal date by three months. 

This new drug application provides for the use of Ga-68-DOTATOC injection, for use 
with positron emission tomography (PET) for localization of somatostatin receptor 
positive neuroendocrine tumors (NETs) in adult and pediatric patients. 

U.S. Food and Drug Administration
Silver Spring, MD 20993 
www.fda.gov 

Reference ID: 4480701 

http:www.fda.gov
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APPROVAL & LABELING 

We have completed our review of this application, as amended. It is approved, effective 
on the date of this letter, for use as recommended in the enclosed agreed-upon labeling 
with minor editorial revisions listed below and reflected in the enclosed labeling. 

1. The highlights revision date was changed from 07/2019 to 08/2019. 

2. The reference to clinical studies was included in Section 5 as follows: 
A negative scan after the administration of Ga 68 DOTATOC Injection in patients 
who do not have a history of NET disease does not rule out disease [see Clinical 
Studies (14)]. 

3.	 The Pediatric Use section was amended to include the appropriate number of 
efficacy patients, as follows: 

The safety and efficacy of Ga 68 DOTATOC Injection have been established in pediatric 
patients with neuroendocrine tumors.  Efficacy is based on data from 14 patients in 
Study A and B demonstrating the ability of Ga 68 DOTATOC to image NETs [see 
Clinical Studies (14)]. The safety profile of Ga 68 DOTATOC Injection is similar in adult 
and pediatric patients with somatostatin receptor positive tumors. The recommended 
Ga 68 DOTATOC injected dose in pediatric patients is weight based [see Dosage and 
Administration (2.2)]. 

We note that your July 15, 2019, submission includes final printed labeling (FPL) for 
your Prescribing Information. We have not reviewed this FPL. You are responsible for 
assuring that the wording in this printed labeling is identical to that of the approved 
content of labeling in the structured product labeling (SPL) format. 

CONTENT OF LABELING 

As soon as possible, but no later than 14 days from the date of this letter, submit the 
content of labeling [21 CFR 314.50(l)] in structured product labeling (SPL) format using 
the FDA automated drug registration and listing system (eLIST), as described at 
FDA.gov.1 Content of labeling must be identical to the enclosed labeling (text for the 
Prescribing Information) as well as annual reportable changes not included in the 
enclosed labeling. Information on submitting SPL files using eLIST may be found in the 
guidance for industry SPL Standard for Content of Labeling Technical Qs and As.2 

The SPL will be accessible via publicly available labeling repositories. 

1 http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm 
2 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. 

Reference ID: 4480701 

https://www.fda.gov/RegulatoryInformation/Guidances/default.htm
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm
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CARTON AND CONTAINER LABELING 

We acknowledge your February 15, 2019, submission containing final printed carton 
and container labeling. 

ADVISORY COMMITTEE 

Your application for Ga-68-DOTATOC injection was not referred to an FDA advisory 
committee because the application did not raise significant public health questions on 
the role of the drug in the diagnosis, cure, mitigation, treatment, or prevention of a 
disease. 

PROPRIETARY NAME 

If you intend to have a proprietary name for this product, the name and its use in the 
labeling must conform to the specifications under 21 CFR 201.10 and 201.15. We 
recommend that you submit a request for a proposed proprietary name review. (See the 
guidance for industry Contents of a Complete Submission for the Evaluation of 
Proprietary Names. and PDUFA Reauthorization Performance Goals and Procedures 
Fiscal Years 2018 through 2022.) 

REQUIRED PEDIATRIC ASSESSMENTS 

Under the Pediatric Research Equity Act (PREA) (21 U.S.C. 355c), all applications for 
new active ingredients (which includes new salts and new fixed combinations), new 
indications, new dosage forms, new dosing regimens, or new routes of administration 
are required to contain an assessment of the safety and effectiveness of the product for 
the claimed indication in pediatric patients unless this requirement is waived, deferred, 
or inapplicable. 

Because this drug product for this indication has an orphan drug designation, you are 
exempt from this requirement. 

PROMOTIONAL MATERIALS 

You may request advisory comments on proposed introductory advertising and 
promotional labeling. To do so, submit, in triplicate, a cover letter requesting advisory 
comments, the proposed materials in draft or mock-up form with annotated references, 
and the Prescribing Information, (as applicable) to: 

Reference ID: 4480701 
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OPDP Regulatory Project Manager
 
Food and Drug Administration 

Center for Drug Evaluation and Research
 
Office of Prescription Drug Promotion
 
5901-B Ammendale Road
 
Beltsville, MD 20705-1266
 

Alternatively, you may submit a request for advisory comments electronically in eCTD 
format. For more information about submitting promotional materials in eCTD format, 
see the draft guidance for industry Providing Regulatory Submissions in Electronic and 
Non-Electronic Format—Promotional Labeling and Advertising Materials for Human 
Prescription Drugs.3 

As required under 21 CFR 314.81(b)(3)(i), you must submit final promotional materials, 
and the Prescribing Information, at the time of initial dissemination or publication, 
accompanied by a Form FDA 2253. Form FDA 2253 is available at FDA.gov.4 

Information and Instructions for completing the form can be found at FDA.gov.5 For 
more information about submission of promotional materials to the Office of Prescription 
Drug Promotion (OPDP), see FDA.gov.6 

REPORTING REQUIREMENTS 

We remind you that you must comply with reporting requirements for an approved NDA 
(21 CFR 314.80 and 314.81). 

MEDWATCH-TO-MANUFACTURER PROGRAM 

The MedWatch-to-Manufacturer Program provides manufacturers with copies of serious 
adverse event reports that are received directly by the FDA. New molecular entities and 
important new biologics qualify for inclusion for three years after approval. Your firm is 
eligible to receive copies of reports for this product. To participate in the program, 
please see the enrollment instructions and program description details at FDA.gov.7 

3 When final, this guidance will represent the FDA’s current thinking on this topic. For the most recent 
version of a guidance, check the FDA guidance web page at 
https://www.fda.gov/RegulatoryInformation/Guidances/default.htm. 
4 http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM083570.pdf 
5 http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM375154.pdf 
6 http://www.fda.gov/AboutFDA/CentersOffices/CDER/ucm090142.htm 

7 http://www.fda.gov/Safety/MedWatch/HowToReport/ucm166910.htm 

Reference ID: 4480701 

http://www.fda.gov/Safety/MedWatch/HowToReport/ucm166910.htm
http://www.fda.gov/AboutFDA/CentersOffices/CDER/ucm090142.htm
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM375154.pdf
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM083570.pdf
https://www.fda.gov/RegulatoryInformation/Guidances/default.htm
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POST APPROVAL FEEDBACK MEETING 

New molecular entities and new biological products qualify for a post approval feedback 
meeting. Such meetings are used to discuss the quality of the application and to 
evaluate the communication process during drug development and marketing 
application review. The purpose is to learn from successful aspects of the review 
process and to identify areas that could benefit from improvement. If you would like to 
have such a meeting with us, call the Regulatory Project Manager for this application. 

If you have any questions, call Diane Hanner, Regulatory Project Manager, at (301) 
796-4058. 

Sincerely, 

{See appended electronic signature 
page} 

Charles Ganley, MD 
Director 
Office of Drug Evaluation IV 
Center for Drug Evaluation and Research 

ENCLOSURES: 
• Content of Labeling 

o Prescribing Information 
• Carton and Container Labeling 

Reference ID: 4480701 
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Signature Page 1 of 1 

This is a representation of an electronic record that was signed 
electronically. Following this are manifestations of any and all 
electronic signatures for this electronic record. 

/s/ 

CHARLES J GANLEY 
08/21/2019 07:39:59 PM 
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