
Appendix 11 
Technical Documents Required for the Application for Drug Review and Registration of New Drugs, New Dosage Forms and New Dose of 

Radiopharmaceutical Drugs 

D
ocum

ents should be subm
itted for the N

D
A

 of radiopharm
aceutical drugs 

 
 

Type of 
documents 

Origin, 
discovery 

process and 
uses 

Testing methods and 
specifications of 

physicochemical properties 

Non-clinical animal study report Clinical trial 
report (please 
compile the 
report and 
prepare a 
summary) 

R
adiation dosage 
study report 

Safety study report Efficacy 
study 

PK study 

Drug data/ 
category  

Properties and a com
parison 

w
ith other drugs  

U
ses in other countries  

O
rigin, discovery process  

Structure 
physicochem

ical properties 

Testing specifications and 
m

ethods  

C
ontent uniform

ity test  
D

issolution test  

Provision of new
 A

PI or 
reference product 

Single dose toxicity test 

R
epeated dose toxicity test  

A
ntigenicity 

Em
bryo test, dependency test, 

m
utagenicity, carcinogenicity, 

local tolerance  

R
adio biological study  

Effectiveness study 

G
eneral pharm

acologic study 

A
bsorption, distribution, 

m
etabolism

, excretion  

B
E study, B

A
 study  

D
esign and results of clinical 

trials 

Literature review
 and citation  

   

N
ew

 ingredient 

For diagnoses 

○  ○  ○  △  ○  ○  △  △  ╳  ╳  ○  ╳  ○  ╳  ○  ○  ○  

For treatm
ent 

○  ○  ○  △  ○  ○  △  △  △  ○  ○  △  ○  ╳  ○  ○  ○  



N
ew

 
adm

inistration 
route 

○  ╳  ○  △  ╳  ╳  ╳  ╳  ╳  ╳  ╳  ╳  △  △  △  △  ○  

N
ew

 
indication 

○  ╳  ○  ╳  ╳  ╳  ╳  ╳  ╳  ╳  ○  ╳  ╳  ╳  △  △  ○  

D
ocum

ents for the applications of new
 dosage 

form
 and new

 dose of radiopharm
aceutical 

drugs 
 

N
ew

 dosage form
 

○  ╳  ○  △  ╳  ╳  ╳  ╳  ╳  ╳  ╳  ╳  △  △  △  △  ○  

N
ew

 dose 

○  ╳  ○  ╳  ╳  ╳  ╳  ╳  ╳  ╳  ╳  ╳  ╳  ╳  △  △  ○  

○: submission is a must; ╳: submission is not necessary; △: submission is on a case-by-case basis   


