
Draft Guidance for Industry on IND Exemptions for Studies of Lawfully Marketed 

Cance rug or Biological Products; Ava~labjl~ty 

~~~~A~Y: The Food and Drug Adrn~~s~at~on ( A) is announcing availability of a draft 

entitIed “IND Exemptions for Studies of Lawfully Marketed Cancer 

or ~io~ugica~ ~Qducts*~’ is guidance clarifies FDA’s policy on exemption from investigational 

new drug (~~~) application requirements for studies of marketed cancer drug or biological 

products . This uidance is intended to decrease the burden to investigators and regulators o 

DATES: cubit written or e ectronic comments on the draft guidance by [irtsert aTade 60 c2ys ~$?er 

&z&z ~~~~~~~&~~~~~ i~ the Federal Register]. General comments on agency gu~d~c~ documents 

are weIcome at any time. 

ADDRESSES: Submit w~tten requests for single copies of the draft gui 

O), Center for Drug valuation and Research, Food and Drug 

Admi~str~tion, 5600 Fishers Lane, Rockviflfe, MD 20857, ://www-fda.gov~cder/guidance~ 

index,htm, or the Office of coruscation, Training, and Manufacturers Assistance (~M~~)~ 

Center for ~io~ogics Evaluation and Research, Food and Drug Administration, 1401 ~oc~v~~~~ Pike, 

ROC D 20852-1448, http:/~www.fda.gov/cber/guid~~ines.htm. Send one self-addressed 

a~es~ve label to assist the office in processing your requests. The document may also obtained 

g the CBER Voice ~nfo~ation System at l-80%835--4709 or 301-827-18 



or e~ec~~nic co 

ation System at f-8&8--CBER-FAX or 3 

e draft guidance to the Dockets Management Branc 

is~atio~, 5630 Fishers Lane, rm. 106fY Rockville, MI? 2 

ttp~/~www.fda.gov/dockets~eco 

section for clec~onic access to the draft guidance docume 

TWER ~N~~R~AT~U~ CONTACT: Grant A. Wifhams, Center for Drug Evaluation and 

esearc SO), Food and Drug Ad~nistration, 5600 Fis ers Lane, Rockvilfe, 

eegan, Center for ~~o~ogics EvaI~ation and 

FDA is announcing the ava~~abi~~~ of a draft uidance for ind entitled “XND ~xern~t~~~s 

for Series of Lawful y Marketed Cancer Drug ur Biological Drug Fruducts.” of ceflain 

studies of eted drugs from IND regulation is a lowed under 21 CFR 3 f2.2(b)( 1). ~nvestigat~~~s 

that involve a route of a m~nis~ation or dosage level or use in a patient population or other factor 

~i~cant~y increases the risks (or decreases the acce~tabi~i~ of the risks) associated wit 

the use of the drug product e not exempt. This guidance discusses the ~s~e~e~t dete~nation 

in the practice o e pertinent reguia~ons relating to exemptio A’s policy 

r dete ning exemption status, and specific ex pfes of studies generally considered exempt. 

raft guidance is being issued consistent with FDA’s good guidance practices 

regulation (21 C R 10.115) The draft guidance, w en finalized, will represent the agency’s cummt 

exemptions r studies of lawful y marketed cancer dru 

t does not create or confer rights for or on any person and does not operate to bind FDA 

or the public. An a~te~at~ve approach may be used if such approach satisfies e requirements 

e a~p~~cab~e statutes an 
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XI. Comments 

ay sub~t to the Dockets Management Branc (address above) written 

e draft guidance. Two copies of any co~ents are to 

except that individuals may submit one copy. Comments are to be identi~~d with the docket number 

ing of this document. The draft guidance an ents 

e for public ex~nation in the Dockets Management Branch between 9 a-m. and 4 

.m., 
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