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SUMMARY: The Food and Drug Administration (FDA) is announcing the
availability of a guidance for 'indu‘st‘x}y e'ntitle.d “Reports on the Status of
Postmarketing Study Commitmentfsf—_lﬁ;lpieménfétioﬂ_VOf»SéG‘t.i_{)n 130 of the
Food and Drug Admi_nistmt'i,cin ’Mc.;der’n’_i.z;atien Act 0f1997 U "‘i‘"hisggﬁ ifiané«e_ o
provides recommendations- on pibcdu‘féé‘ content, and format forSu‘bmitting
a postmarketmg study status report for an approved human dmg or licensed
b1olog1cal product; tzmeﬁames for FDA s review of pastmarketmg study
commitments; and information abqut pastmar,ketmg stu‘dy, mmmﬂments that
will be available to the publuic Thé gliidaﬁce i«'s.in’ce:ntt?iée‘lji fo ésSiét:applicant.s |
in meeting the requirements of sectlon 130 of the Food and Drug .
Administration Modernization Act of 199? | |

DATES: Submit written or electronic _comment_s' ({);nf _ageil_«c':y ;guid.an(?,es_ atany
L . % o L LR
ADDRESSES: Submit written requests for s,:mgle coples of this gmdance to the
Division of Drug Information (HFD-24G) ( enter for Drug hvaiudtmn and |

Research (CDER) Food and Drug Admm;stra‘tmn ‘3600 Plshem Lane Rockmlle
cd0337 : - : :
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MD 20857, or the Office of demuﬁicatigm; Training,_and Manufa:;‘turerS- |
Assistance (H_FM-—'»!IO),’ Cenfer for Bmlogms Evéluétioh’ arjmi Research ‘(CBER},-
Food and Drug Administration, 1%‘0’1 Rti}c:}cviﬂe; Pike, R.Qckvﬂlé, MI} 20852—
1448. Send one f;elf;addressed adhpsivp 1’ébel tolaSéiSt-that (B'ffiCe' 1‘11i prbcessin’g
your requests. The document may also be obtamed by mall by eaihng CBER

at 1- 800—835 -4709 or 301 827—4800

Submit Written comments on ‘the .guiiﬁance to the Iﬁivisidh of Docifke_ts'
Management (HFA-305), Food and Drug;iﬁdmi:nistratfian, 5630 FiSE'ers Lane,k
rm. 1061, Rockviille-MD.ZOSSZ Sn’b.mit'eléctréﬁic cmﬁmexﬁs to htt}f:-//
www.fda. gov/dockets/ecomments :563 the SUPPLEMENTARV INFORMATION section

for electronic access to the guxdance doc:ument

FOH FUF\‘THEH ENFORMATION CONTACT

Beth Duval]-—Mﬂier (CDER) Center for Drug Evaluatmn and Resear{*h
(6411), Food and Drug Admmlstmtmn 10903 New Hampshlre Ave

bldg. 22, rm. 6466, Silver Sprmg, MD 20093, 301 796-—-070{) or
Robert Yetter (CBER), Center »for Bm}egms Evaiuatmn and Research (HFM-

25), Food and Drug Admmlstratmn 1401 Rockvﬂle Plke, suite ZOON

Rockvﬂ]e MD 20852, 301*827*037‘3
SUPPLEMENTARY iNFOR:MATiO-N.:

I Backgrou‘nd' | |

FDA is announcmg the avaﬂab:qhty of a gmdance for mdust’ry Pntitled
“Reports on the c,ta’ms of Postmarketmg Eﬁudy G ommltments——»-lmplemematmn
“of Section 130 of the Food dnd Drug;, Adzmmstrahon ‘Modemmatwn Actof
1997.” SE(‘UOD 5068 [“Reports of Postmarketmg c’tudms”) of the Federal Food
.Drug, and Cosm@tlc Act (the act) (2’1 U.S. C 356b) prov1des FDA with |

additional authority for monitoring the-px;agress of pf_)ss;‘fmﬂrketmg ‘studles that



_ _3‘ : .
drug and biological appiican’rs have;ma‘_de_;a C-om-mrtrr_ien:t :‘t-og(_::m‘iduc.t..
Pestmerket_ing. studies are t_h_ose studies eerrdu_cted .afterf.a.ppre\%ai to gather.
additional information abou.t;the safety, re;f.fi(;“ac-y,or o;rtima!u_seofthe _
approved drug or bio]ogibal pmdrrr'{- | o
Under section 506B(a) ofthe act, an’ apphc ant who has entered into an
agreement with FDA to Londuct a postmarketrng study is. requned ?:o prevrde
the agency with an annual report on the =status; of the 's.tu_dy _t:m't_l} FDA-netlﬁes‘
the applicant in writing, that all :prtmarketing study eemm:_i:.tments
established under the apphcatmn(s) have erther been fu]fﬂled or heve been
released. The annuai report must address the: progress of the study or the
reasons for the failure of the appheant to Conduct the study ?ectmn 506B(c)
of the act directs FDA to deve]op 'md pubhsh annua]ly in the Federal Register
a report on the status of postmarketmgstrrdlezs that vapp]_rcan.t.s- have:rnade‘a .
commitment to conduct and for whmh stetus reports haf‘.f"?,r-bf?‘éﬁ s'u'brnit:te_d'._ In
- the Federal Register of October 30, 20-00*{65 FR 646-0'573 rt'he' agency;pﬁblished
“afinal rule to 1mplement section 5068 of the act The tmal rule makes several
" changes to the. existing regulatmns f@r approveé human druge and h(,en‘;ed
- biological products. | | |
In the Federal Register of April 4, 2001 (66 FR 17912), FDA published -

a notice ann.oﬁncing_'fhe avéilabili‘tyof a ﬂ.raft guidanéé.fﬂr .irrfi,i'ﬁStry-émiﬂed
“Reports on the Status of Pos_trnar_kétihg. ‘S?tu,djes—?-»lm_plﬁemenraﬁon o’( l.Se(:ti'.on
130 of the Food and Drug Adminiet:rétio.nf Medemizatir}'nAcﬁt of 1997.” The
notice .gave interested persons an ep_jjo_rtu'nity-_te submit jeomr:aients by July 3
2001. A nur_rl.ber of Commen‘rs-were reeeivédin the docket ferfthe'fz{)(}.i_draft'
_guidarice. A‘fter careful consideration of 'rfhi\ekcc}mmenrs,i ’fhe dﬁréﬁ guidenee-.was_

revised. In addition to edits to imprave clarity, the substantive changes made
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to the draft guzdance mdUdBd an update of the types of postmarkenng studies
currently requlred by FDA and an 1mpmved expianatlon of the pmmdures for

establishing and revising study sched‘uief; :

This gmdance is mtended to pmvzde miormatmn on the followmg {1)
Procedures concerning the submlssmn of postmarketmg study com:rmtmomt
“status reports; (2) the content and f{)rmat-@f a postmarketing _study commitment
status report; (3) timefrérﬁés for F DA"s,reView of _postﬁiaiketfihg”study
commitment final study reports;aﬁdi (45]':i;’;f0rma'tioh abou‘i pﬁ;é_tinmiketing:study -
commitments that will be available to théipublié' Thiésfgnidah-eey apphes to
postmarketing study commltments for appmved human chug products and
- licensed bmloglcal product% that meet the dehmtlon af dmg under the act.
Tt does not apply to blologmal pmducts that meet the dehmtmn of medic al
““device” under the act; or to vetermary drug products whmh Wﬂ] be dddI‘BSSEd _
separately | | |
This guidance is being issued conswtent with F‘DA s good guldance
-practices regulation {21 CFR 10. 115) The guldance represents the &gency s
current thinking on the submlssmn of pcastmarketmg study Cemmltm ent
reports for approved human drug or hcensed hmlogmal products It does not
create or confer any rlghts f0r or on any person and does not. opf»rate to bind-
FDA or the public. An alternatlve appma{?h may be used 1f suc,h appmach
satlshes the requlremen’cs of the apphcabiP statutes axld regulatmns
IL. Paperwork Reductlon Act of 1995
This guidance. refers to prevmusly approve}d col]ectmm of mfaimatxon
found in FDA regulations, These col]ectlens of mformalzon are subjectto
review by the Off]CB‘ of Managemem and Budget (OMB} undf—\r the Pdpelwérk

Reduction Act'o_i_' 1995 (44 U.S.(;.,_35{}1f3‘_5;20]‘. 1he co-}lectmn:s;,_c}f mjformatx.on_
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in 21 CFR 314.81 and 601. 70 have been appmved under OMB controi numbers

0910-0001 and 0910«-0433

1. Comments | | |

Interested persons may submlt to the Dwmxon of Dotkets Management (see
ADDRESSES) wrilten or electronic commems regardmg this d@(umem Submil
a single copy of electronic comments or iwo paper coples Df malle(i mmments
except that individuals may submlt one paper mpy Comments are > to be
identified with the docket number found in brackets m the headmg of this
document. The gmdance and recelved c:omments may be seer in the Division

of Dockets Managementhetween-g_ a.m. -agad 4 _p-.m.,;MQnddy;t;hrough Friday.



IV. Electronic Acc:ess ey | |
Persons with access to the Inté_rhet xﬁéy_obtain the db‘(;uni_eﬁt ét' either

http://mvw.fda.gov/Cder/guidant:_e/,’-ibde}f,ﬁtm,:htt'pf://_'Wv.fda_.-gaw’tb@r/' .

guidelines.htm, or ‘Http://www. fda. gbv/ ohrms/ dbtkefS/ défa-uﬁ.ﬁtm. 2 ‘

Dated: :Llf “7/ 06
February 7, 2006.
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///K
Jeffrey Shur ,'
Assistant Cg

sioner for Policy
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