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NDA214993 Nephroscan –  

HIGHLIGHTS OF PRESCRIBING INFORMATION  
These highlights do not include all the information needed to use 
NEPHROSCANTM safely and effectively. See full prescribing information for 
NEPHROSCAN 
 
consulting for pediatric dosimetry 

Reviewer: Kish Chakrabarti, Ph.D., FAAPM, DIRM/CDER 
 
Introduction:  

Indication for use: 

NephroScan, after radiolabeling with technetium Tc 99m, is a radioactive 
diagnostic agent indicated for use as an aid in the scintigraphic evaluation of renal 
parenchymal disorders in adults and pediatrics. 

Technetium Tc 99m is a pure gamma emitter with 140 keV energy peak and 6-h 
half-life. The radio diagnostic agent Tc99m DMSA binds to the cortical region of 
kidneys. Gamma scintigraphy is used to image the renal cortices for the detection 
of small focal lesions such as pyelonephritic scars. 
 
Technetium Tc99m Succimer Injection (Tc99m DMSA Injection) was initially 
approved on 18 May 1982 (NDA 017944-MPI DMSA Kidney Reagent) for use as 
an aid in the scintigraphic evaluation of renal parenchymal disorders in adults. The 
product was discontinued by the manufacturer (GE Healthcare [GEHC]) for 
commercial reasons. It was placed on the FDA Drug Shortage List on 15 October 
2014. On 03 August 2017, the FDA granted Theragnostics Inc. (Theragnostics) 
permission to import DMSA drug product manufactured by ROTOP Pharmaka 
GmbH under the drug shortage program (Theragnostics Imported Kit). 
 
Comments are on radiation dosimetry and lactation labeling: 

 
 

 Radiation Dosimetry  
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As per ICRP 118 report, “In the urinary tract, the kidneys are the most sensitive 
organ, and the bladder and the ureters are more resistant (deduced from 
radiotherapeutic experience, usually with 5 years of follow-up). The threshold dose 
for the human kidney is approximately 7–8 Gy acute dose, approaching 20 Gy for 
doses given as multiple 2-Gy fractions. For late reactions in the bladder and the 
ureters, the threshold total fractionated (2-Gy fractions) dose is _50 Gy.” 
 

Therefore, for both adult and pediatric patients, the doses delivered are safe. 

8.2 Lactation  
 
Risk Summary  
 
The sponsor states:  

 
 

 

 

 

NRC Sub-Committee has adopted the widely used 0.1-rad dose limit 
in formulating guidelines for the discontinuation of breast feeding for lactating 
mothers. For 99mTc-labeled radiopharmaceuticals, rather than a 
radiopharmaceutical-specific interruption period.  a single 24-hour interruption 
period is recommended. 
 
References: 
 

1. ICRP Publication 80 3.6.1 
2. ICRP Publication 118 
3. U.S. Nuclear Regulatory Commission, Regulatory Guide 8.39 Revision 1, 

Release of Patients Administered Radioactive Materials, April 2020, 
accessed May 11, 2020 via 
https://www.nrc.gov/docs/ML1923/ML19232A081.pdf. 
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