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SUMMARY: The Food and Drug Admlmstratlon (FDA) is announcmg the |
availability of three draft guidances for 1ndustry on “Developing Medlcal
Imaging Drug and Biological Products ” These draft ‘guhldances are 1ntended

- to assist developers of medical i 1mag1ng drug and biological products (medlcal
1mag1ng agents) in planmng and coordmatmg their clinical investigations and
preparing and submlttmg 1nvest1gat10na1 new drug apphcatlons (INDs) new -
drug applications (NDAs), biologics license applications (BLAs), abbrev1ated .
new drug applications (ANDAs), and supplements to NDAS or BLAs. The draft B
guidances provide information &in'h\oW‘FDA'Will‘interp'ret and apply ‘certain .
provisions in the agency’s regulations on in vivo radippharmaceuticals uSed .
for diagnosis and monitoring of diseases and conditiens

DATES: Submit written or electromc comments on the draft guldances by [msert

date 30 days after date of pub11cat10n in the Federal Reglster] General -
comments on agency guidance documents are we;cgn}e“atﬂamny time.
ADDRESSES: Submit written reqnests for single copies of the draft guidances

to the Division of Drug Informatlon (HFD——240] Center for Drug Evaluatlon and
“d01158 ! . i
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Research, Food and Drug Admlnlstratlon 5600 Fishers Lane, Rockvﬂle MD
20857, or the Office of Commumca‘uons Tralmng, and Manufacturers |

Assistance (HFM—40), Center for Blologlcs Evaluatlon and Research 1401

label to assist either ofﬁce in processmg your request Submlt written
comments on the draft guidances to the Dockets Management Branch (HFA—
305), Food and Drug Administration, 5630 Fishers Lane, rm. 1061, Rockvﬂle,

MD 20852. Submit electronic Cqmmen,tewtgwhttp://www.fda.gOV/”dOCkets/ |

ecomments. See the SUPPLEMENTARY INFORMATION section for electronic access

to the guidances.

- FOR FURTHER INFORMATION CONTACT Kyong Kang, Center for Drug Evaluatmn |
and Research (HFD-160), Food and Drug Admlmstratlon 5600 F1shers Lane
Rockville, MD 20857, 301-827-7510, or George Q. Mills, Center for Bmlogms
Evaluation and Research (HFM-573), Food and Drug Administration, 1401

Rockville Pike, Rockville, MD 20852-1448, 301-827-5097.

SUPPLEMENTARY INFORMATION: =
I. Background |

In the Federal Register of O:Ctober 14, 19'”9"8 (63 FR ‘5\5067)": 'FDA‘ publi:shedn
a notice announcing the avallablhty ofa draft guldance for 1ndustry ent1t1ed
“Developing Medical Imaging Drugs and B1olog1cs (the medlcal 1mag1ng draft
guidance). In a document published in the Federal Register of January 5, 1999
(64 FR 457), FDA reopened the comment period on the medlcallmagmg draft
guidance until February 12, 1999. In a document pub‘lished in’the Federal
Register of February 16, 1999 (64 FR 7561), FDA eXtended the comment ];;eriod

until April 14, 1999.
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FDA received numerous written comments on the medical 1mag1ng draft

guidance. In addltlon the agency held pubhc meetlngs on ]anuary 25 and
March 26, 1999, to discuss various issues Concernlng the medlcal 1mag1ng draft
guidance. In the FederaI,Registejr of July 31, 2000 (65 FR 4_6674), the agenoy |

published a notice announcing the availability of a revised draft guidance.

After considering the comments that FDA received on the revised draft

guidance, the agency has decided to ,iSsu,e, the guidance agaih as a draft foif
comment. The agency has divided the draft guidance into three parts to m;ake
it more user-friendly. These three draft guidances are intended to assist
developers of medical imaging agents in planning and coordinating their
clinical investigations and preparing and Submitting;IND”s;,’ NDAS,BLAS,
ANDAs, and supplements to NDAs or BLAS . o |

Part 1 of “Medical Imaging Drug and Biological Produots,”, e’ntitled
“Conducting Safety Assessments,;’ disousseS‘hOV\il to o‘CQndU‘(QJf,‘,SathY
assessments of medical imaging agents. Part 2, entitled “Clinical Indications,”
discusses how clinical development programs for medical imaging ag’e’rits:jcan |
be tailored to reﬂBCtih‘Qk,‘uSe,‘Q«,,fo,thgwsﬁgqagents for diagnosis anyd' monitoring of '
diseases and conditions. Part 3, entitled “De31gn Analy31s and Interpretation
of Clinical Studies,” discusses how to de31gn a chmcal development program
for a medical i imaging agent, 1no1ud1‘ng selecting subjects, and how to acquire,
analyze, and interpret medical imaging data. CoHeCtiirely, once finaliied‘ tiiese
draft guidances w1ll prov1de 1nformat10n on how FDA Wlll interpret and apply
certain provisions in the final rule, pubhshed in the Federal Reglster of May
17, 1999 (64 FR 26657), on the evaluation and approval of in Vlvo o

radiopharmaceuticals used in diagnosis and monitoring.
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These draft guidances are being 1ssued consistent w1th FDA s good | |

| guldance practices regulation (21 CFR 10. 115). The guxdances represent the |
agency’s current thlnkmg on dlfferent aspects of the development of medlcalt
imaging agents. They do not create or confer any rrghts for or on any person |
and do not operate to bind FDA or the public. An alternative approach may
be used if such approach satisfies the requirements of the applicable statu;te,s

and regulations.
II. Comments

Interested persons may submit to the Dockets ,Managernent Branch (see
ADDRESSES) written or electronic commentsonthe ;drwadftagui’dances. Submit a
single copy of electroniccomme;nts or two paper copies of any‘_rnailed i |
comments, except that individuals may submit one paper copy. Comments are

to be identified with the doclgetinnrnber found 1n brackets Vintheheadiggg of -

this document. The guldances and received comments may be seen in the N
Dockets Management Branch between 9 am. and 4 p m., Monday through

Friday.
- II1. Electronic Access

Persons with access to the Internet may obtain the documents at httP:T/ |
fwww.{da.gov/cder/guidance/index htm, hitp://www.fdagov/cber/

guidelines.htm, or http://www.fda.gov/ ohrms/dockets/ default.htm.
IV. The Paperwork Reduction Act of 1995

~ These guidances contain information collection provisions that are subject

to review by the Office kof Management and Budget (OMB) under the PaperWork
Reduction Act of 1995 (44 USC 3501-3520) The gnidances would not
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impose-any additional reporting burden because 1nformat10n on the safety and
effectiveness of medical 1mag1ng agents 111 apphcatlons for marketmg approval(
and INDs is already required by existing re‘gulatlojns. In fact, clarification by

the guidances of FDA’s stéridards forevaluationof mediCalimaging agenté is

- expected to reduce the overall burden of 1nf0rmat10n collectlon FDA recelved -

no comments on the analysis of mformatron Collectlon burdens stated in the o -

notice of availability of the orlgmal draft guldance published in the Federgl
Register‘ on October 14, 1998 (63 FR 55067). In the Federal Register of ]uly
31, 2000 (65 FR 46674), the agency requested comments on the revised

proposed collections of information. No comments were received. =
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