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POLICY TITLE:

EMERGENCY USE OF INVESTIGATIONAL DRUGS. BIOLOGICS OR MEDICAL DEVICES

POLICY:

The IRB Chair or designate shall be notif ied of any single-patient
emergency use of an investigational drug, biologic or medical device prior
to its use. Under the U.S. Food and Drug Administration (FDA)
regulations prospective IRB review is not required for the use of an
investigational new drug, biologic or medical device when a bona fide
life-threatening situation exists, where no standard acceptable treatment
is available, and when there is not sufficient t ime to obtain IRB approval
in advance. The physician responsible for the emergency use of the
investigational product is still required to obtain informed consent under
these circumstances.

PROCEDURE:

29.1 The emergency use of  an unapproved invest igat ional  drug or biologic
requires an IND and unapproved invest igat ional  device requires an lDE. l f  the
intended subject does not meet the criteria of an existing research study
protocol, or if an approved study research protocol does not exist, the
treating physician is to contact the manufacturer and determine if the
invest igat ional  drug, biologic,  or  device can be made avai lable for  emergency
use under the company's IND or lDE.

29.2 Emergency use is defined in the FDA regulations as the use of a test article
(investigational drug, biologic or device) in a patient in a l ife-threatening
si tuat ion in which no standard acceptable t reatment is avai lable and in which
there is not suf f ic ient  t ime to obtain IRB approval l2 l  CFR 56.102 (d)1.
Under the FDA regulations an exemption from prior review and approval by
the IRB is al lowed for the use of  the invest igat ional  product in a s ingle
patient in a l ife-threatening situation. Any subsequent uses of the
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invest igat ional  drug,  b io log ic ,  or  dev ice in  l i fe- threatening,  emergency
si tuat ions must  have prospect ive IRB rev iew and approval .  t21 CFR
5 6 . 1 O 4 ( c ) l

29.3 Chi ldren 's  inst i tu t ional  po l icy  requi res the t reat ing phys ic ian to  verbal ly  not i fy
the IRB Chai r  pr ior  to  any s ing le-pat ient  emergency use of  an invest igat ional
product .  l f  the IRB Chai r  is  not  avai lab le,  the phys ic ian must  not i fy  the
Coord inator  o f  the Invest igat ional  Drug Serv ice in  Chi ldren 's  Pharmacy.  l f
ne i ther  the IRB Chai r  nor  the Coord inator  o f  the Invest igat ional  Drug Serv ice
i s  ava i l ab le ,  t he  phys i c ian  mus t  no t i f y  Ch i l d ren ' s  Med ica l  D i rec to r .  I n
addi t ion to  not i fy ing the IRB Chai r ,  the phys ic ian must  not i fy  the hospi ta l 's
Medica l  Device Commit tee i f  the emergency involves the use of  an
inves t i ga t i ona l  med ica l  dev i ce  ( lDE)  and  the  hosp i ta l ' s  I nves t i ga t i ona l  D rug
Serv ices,  when the emergency involves the use of  an invest igat ional  drug or
b i o l o g i c .

29.4 At  the t ime of  not i f icat ion,  the IRB Chai r  shal l  determine that  a  bona f ide
emergency s i tuat ion ex is ts  and to  remind the t reat ing phys ic ian that  they
must  obta in s igned wr i t ten consent  f rom the pat ient  or  the i r  legal ly
representat ive before the invest igat ional  dev ice,  drug or  b io log ic  is  used.
The  IRB Cha i r  sha l l  a l so  rem ind  the  t rea t i ng  phys i c ian  o f  t he i r  requ i remen ts
to prov ide a wr i t ten repor t  o f  th is  emergency use and to submit  an IRB
appl icat ion for  prospect ive rev iew and approval  i f  fu ture uses of  the
i n r r e c t i n a t i n n a l  n r n d r r r - t  â r ê  D O S S | b l e .r r  ¡  v  v r ( r Y u  l / r  v u u v r  s r  v  F

29.5 The IRB has a sample Emergency Use Consent  Form Template avai lab le on
the IRB web s i te  to  ass is t  phys ic ians in  quick ly  prepar ing a wr i t ten consent
form for  the pat ient  or  the i r  legal  representat ive.  A l ternat ive ly ,  the
manufacturer  o f  the invest igat ional  product  may have a sample Emergency
Use Consent  Form avai lab le that  can be modi f ied by the t reat ing phys ic ian to
inc lude in format ion speci f ic  to  the local  set t ing,  e .9. ,  the names and contact
in format ion for  the t reat ing phys ic ian(s) .

29.6 The t reat ing phys ic ian must  repor t  the use of  an invest igat ional  product
under  emergency c i rcumstances in  wr i t ing to  the Chai r  o f  the IRB wi th in  5
work ing  days  [21  CFR 56 .1O4(c ) ] .  The  p r i nc ipa l  i nves t i ga to r  sha l l  desc r ibe
in suf f ic ient  deta i l  the emergency s i tuat ion,  the outcome for  the pat ient  (a t

the t ime of  repor t ing)  f rom th is  emergency use,  and a copy of  the consent
form s igned by the subject  or  the i r  legal ly  author ized representat ive.

29.7 Al l  emergency uses of  invest igat ional  products  shal l  be repor ted to  the fu l l
IRB at  the next  scheduled IRB meet ing fo l lowing receipt  o f  the wr i t ten repor t
f rom the pr inc ipa l  invest igator .  A descr ip t ion of  the emergency use shal l  be
documented in  the IRB minutes for  the meet ing at  which the emergency use
is  repor ted.  The emergency use repor t  shal l  be f i led in  the IRB Notebook for
Emergency Uses and entered as an Emergency Use appl icat ion in  the IRB
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da tabase .

29 .8  The  IRB sha l l  r equ i re  the  t rea t i ng  phys i c ian  to  submi t  an  IRB app l i ca t i on  fo r
subsequent  emergency uses of  the invest igat ional  product ,  i f  i t  is  poss ib le

that  subsequent  emergency use of  the invest igat ional  product  may ar ise.
The t reat ing phys ic ian in  consul ta t ion wi th  the i r  Depar tment  or  Div is ion
Director  may delegate another  phys ic ian in  the Depar tment  or  Div is ion to
submit  an IRB appl icat ion and serve as the pr inc ipa l  invest igator  for
subsequent  uses of  the invest igat ional  product .

29.9 Any subsequent  use of  the test  ar t ic le  is  subject  to  fu l l  rev iew as out l ¡ned in
IRB po l i cy  11 .  Subsequen t  use  means  any  use  o f  t he  tes t  a r t i c l e  t ha t  occu rs
a f te r  i t s  i n i t i a l  emergency  use .  FDA acknow ledges  tha t  i t  wou ld  be
inapprop r ia te  to  deny  emergency  t rea tmen t  t o  a  second  ind i v idua l  i f  t he  on l y
obs tac le  i s  t ha t  t he  IRB has  no t  had  su f f i c i en t  t ime  to  convene  a  mee t ing  to
rev iew the issue.  The FDA regulat ions DO NOT prov ide for  expedi ted IRB
approval  in  emergency s i tuat ions.

29 .1O DHHS regu la t i ons  requ i re  tha t  resea rch  i nvo l v ing  human  pa r t i c i pan ts  rece i ve
fu l l  IRB rev iew and approval ,  except  where expedi ted rev iew is  speci f ica l ly
pe rm i t t ed ,  p r i o r  t o  i n i t i a t i on  o f  t he  resea rch  t45  CFR 46 .1O3(b )1 .  Phys i c ians
do,  however ,  re ta in  the author i ty  to  prov ide emergency medica l  care to  the i r
p a t i e n t s  t 4 5  c F R  4 6 . 1 1 6 ( f ) 1 .  O n  M a y  1 5 ,  1 9 9 1 ,  O P R R  ( n o w  O H R P )  i s s u e d
the fo l lowing s tatement  c lar i fy ing emergency t reatment  of  a  pat ient  by a
physic ian when that  pat ient  is  a lso a research subject :

"Whenever  emergency care is  in i t ia ted wi thout  pr ior  IRB
rev iew and approval ,  the pat ient  may not  be considered
to be a research subject .  Such emergency care may not
be c la imed as research,  nor  may the outcome of  such
care be inc luded in  any repor t  o f  a  research act iv i ty"
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