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Guidance on Determining if Activities  
Meet Organizational Definition of Human Subjects Research 

 

Under NYU SoM IRB policies and procedures an act iv it y is hum an research if  it  is described 
in any one of t he follow ing:   

  
HUMAN SUBJECT RESEARCH UNDER FDA REGULATION  

Act ivit ies are hum an research under FDA regulat ions when they m eet  t he FDA defin it ion of 
ÒresearchÓ and involve a Òsubj ectÓ as defined in FDA regulat ions.  Under FDA regulat ions 
act iv it ies are ÒresearchÓ when they involve:   

 a. Use of a drug other  t han the use of an approved drug in the course of m edical 
pract ice   

  
 b. Use of a m edical device other  than the use of an approved m edical device in t he 

course of m edical pract ice (Food,  Drug and Cosm et ic Act  ¤530(g) (3) (a) ( i) )   
  
 c.  Gather  data t hat  will be subm it t ed to or  held for  inspect ion by FDA in support  of a 

FDA m arket ing perm it  for  a food, including a dietary  supplem ent  that  bears a 
nut rient  content  claim  or  a health claim ,  an infant  form ula, a food or color  addit ive,  a 
drug for  hum an use,  a m edical device for  hum an use,  a b iological product  for hum an 
use,  or an elect ronic product .  (21 CFR ¤50.1(a) ,  or 21 CFR ¤56.101(a) )   

 

I n the above crit er ia ÒapprovedÓ m eans Òapproved by the FDA for m arket ing.Ó  

Under FDA regulat ions,  indiv iduals are considered Òsubj ect sÓ when t hey becom e a 
part icipant  in research, either  as a recip ient  of t he t est  art icle or  as a cont rol.  I f  the research 
involves a m edical device, indiv iduals are considered Òsubject sÓ when they part icipate in an 
invest igat ion,  either as an individual on whom  or on whose specim en an invest igat ional 
dev ice is used or  as a cont rol.   

The following act iv it ies also require IRB rev iew under FDA Regulat ions:  em ergency use of an 
invest igat ional drug, device, or  b iologic under 21 CFR 56.104( c)  and 21 CFR 50.23 and 
hum anitar ian dev ice use under 21 CFR 814.3(n)  and 814.124.  
 
HUMAN SUBJECT RESEARCH UNDER HHS REGULATIONS  
 

Act ivit ies are hum an subj ect  research under HHS regulat ions when they m eet  t he HHS 
defin it ion of ÒresearchÓ ( ¤46.102(d) )  and involve a ÒsubjectÓ as defined in DHHS regulat ions 
(¤46.102( f) ) .  

 
Under DHHS regulat ions act iv it ies are ÒresearchÓ when t hey are a system at ic invest igat ion,  
including research developm ent ,  test ing and evaluat ion,  designed to develop or cont ribute 
to generalizable know ledge (¤46.102(d) ) .   

Under DHHS regulat ions ÒsubjectsÓ m eans a liv ing individual about  whom  an invest igator 
(whether professional or  student )  conduct ing research obtains (1)  data t hrough intervent ion 
or  int eract ion w it h the indiv idual, or  ( 2)  ident if iable private inform at ion (¤46.102( f) ) .   

I nt ervent ion includes both physical procedures by which data are gathered ( for exam ple, 
venipuncture)  and m anipulat ions of the subj ect  or  the subj ectÕs environm ent  that  are 
perform ed for  research purposes ( ¤46.102( f) ) .   
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Interact ion includes com m unicat ion or  int erpersonal contact  between invest igator and 
subj ect  (¤46.102( f) ) .   

Private inform at ion includes inform at ion about  behavior  t hat  occurs in a context  in which an 
individual can reasonably  expect  that  no observat ion or  recording is tak ing place,  and 
inform at ion which has been provided for  specif ic purposes by an individual and which the 
individual can reasonably  expect  w ill not  be m ade public ( for exam ple, a m edical record) . 
Private inform at ion m ust  be individually  ident ifiable ( i.e.,  the ident it y  of t he subj ect  is or  
m ay readily  be ascertained by t he invest igator  or associated w ith t he inform at ion)  in order  
for obtaining the inform at ion to const it ut e research involv ing hum an subj ect s (¤46.102( f) ) .   
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The decision chart  below has been provided by t he Office of  Hum an Research Protect ion t o assist  in 
the determ inat ion of huma n subject  stat us. 
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