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SUMMARY: The Food and Drug Administration (FDA) is reopening until 

February 18,2005, the comment periods for the draft guidances entitled “El4 

Clinical Evaluation of QT/QTc Interval Prolongation and Proarrhythmic 

Potential for Non-Antiarrhythmic Drugs” and “S7B Nonclinical Evaluation of 

the Potential for Delayed Ventricular Repolarization (QT Interval Prolongation) 

by Human Pharmaceuticals.” The draft guidances were prepared under the 

auspices of the International Conference on Harmonisation (ICH) of Technical 

Requirements for Registration of Pharmaceuticals for Human Use. FDA 

published notices of availability of the draft guidances in the Federal Register 

of September 13, 2004 (69 FR 55163 and-69 FR 55164, respectively). FDA is 

taking this action in response to requests to extend the comment periods for 

both draft guidances. 
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DATES: Submit written or electronic comments on the draft guidances by 

February 18,2005. General comments on agency guidance documents are 

welcome at any time. 

ADDRESSES: Submit written comments on the draft guidances to the Division 

of Dockets Management (HFA-305), Food and Drug Administration, 5630 

Fishers Lane, rm. 1061, Rockville, MD 20852. Submit electronic comments to 

h ttp://www.fda.gov/dockets/ecomments. Submit written requests for single 

copies of the draft guidances to the Division of Drug Information (HFD-240), 

Center for Drug Evaluation and Research, Food and Drug Administration, 5600 

Fishers Lane, Rockville, MD 20857; or the Office of Communicati.on, Training 

and Manufacturers Assistance (HFM40), Center for Biologics Evaluation and 

Research, Food and Drug Administration, 1401 Rockville Pike, Rockville, MD 

20852-1448. Send two self-addressed adhesive.labels to assist the office in 

processing your requests. See the SUPPLEMENTARY fNFORMATlON section for 

electronic access to the draft guidances. 

FOR FURTHER INFORMATION CONTACT: 

Regarding the guidance entitled “El4 Clinical Evaluation of QT/QTc 

Interval Prolongation and Proarrhythmic Potential for Non- 

Antiarrhythmic Drugs”: Douglas C. Throckmorton, Center for Drng 

Evaluation and Research (HFD-l), Food and Drug Administration, 5600 

Fishers Lane, Rockville MD, 20857, 301-594-5400. 

Regarding the guidance entitled “S7B Nonclinical Evaluation of the 

Potential for Delayed Ventricular Repolarization (QT Interval 

Prolongation) by Human Pharmaceuticals”: John Koerner, Center for 

Drug Evaluation and Research (HFD-1 lo), Food and Drug , 

Administration, 5600 Fishers Lane, Rockville, MD 20857, 301-594- 
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R e g a r d i n g  th e  IC H : M ichel le  L imol i , O ffice  o f In te r n a tio n a l  P rog rams  

(HFG l), F o o d  a n d  D r u g  A d m inistrat ion, 5 6 0 0  F ishers  L a n e , .Rockvi l le , 

M D  2 0 8 5 7 ,3 0 1 - 8 2 7 4 4 8 0 . 

S U P P L E M E N T A R Y  INFO R M A T IO N : 

I. B a c k g r o u n d  

In  th e  Federa l  R e g iste r  o f S e p te m b e r  1 3 ,2 0 0 4 , F D A  a n n o u n c e d  th e  

avai labi l i ty o f th e  fo l low ing  tw o  d ra ft gu idances  p r e p a r e d  u n d e r  th e  ausp ices  

o f th e  IC H : 

l  “E l4  C l inical  E va lua tio n  o f Q T /Q T c  In terva l  P ro longa tio n  a n d  

P roar rhy th m ic P o te n tia l  fo r  N o n - A n tia r rhy th m ic Drugs” (69  F R  5 5 1 6 3 ; Docke t 

N o . 2 0 0 4 D - 0 3 7 7 )  p rov ides  r e c o m m e n d a tio n s  to  sponsors  concern ing  cl in ical  

stud ies  to  assess th e  p o te n tia l  o f a  n e w  d r u g  to  cause  card iac  ar rhy th m ias, 

focus ing  o n  th e  assessmen t o f c h a n g e s  in  th e  Q T /Q T c  in terva l  o n  th e  

e lec troca rd iog ram as  a  p red ic to r  o f risk. 

0  “S 7 B  Nonc l in ica l  E va lua tio n  o f th e  P o te n tia l  fo r  D e layed  V e n tricu la r  

R e p o lar izat ion (Q T  In terva l  P ro longa tion )  by  H u m a n  P h a r m a c e u ticals” (69  F R  

5 5 1 6 4 ; Docke t N o . 2 0 0 4 % 0 3 7 8 )  descr ibes  a  nonc l in ica l  tes tin g  stra te g y  fo r  

assess ing  th e  p o te n tia l  o f a  tes t subs ta n c e  to  de lay  v e n tricu la r  repo lar iza tio n  

a n d  inc ludes  in fo r m a tio n  concern ing  nonc l in ica l  assays a n d  a n  in te g r a te d  risk 

assessmen t. 

In te res te d  pe rsons  w e r e  g iven  u n til D e c e m b e r  1 3 , 2 0 0 4 , to  submi t 

c o m m e n ts o n  th e  d ra ft gu idances . 

O n  D e c e m b e r  1 3 , 2 0 0 4 , F D A  rece ived  le tters  fro m  W yeth  P h a r m a c e u ticals  

reques tin g  th a t th e  a g e n c y  ex te n d  th e  c o m m e n t pe r iods  fo r  th e  d ra ft gu idances . 
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In response to these requests, FDA has decided to reopen the comment 

period on the draft guidances until February 18, 2005, to allow the public more 

time to review and comment on the contents. _ 

II. Comments 

Interested persons may submit to the Division of Dockets Management (see 

ADDRESSES) written or electronic comments on the draft guidances on or before 

February 18,2005. Submit a single copy of electronic comments or two paper 

copies of any mailed comments, except that individuals may submit one paper 

copy. Identify comments with the corresponding docket number of the draft 

guidance as follows: Docket No. ZOOaD-0377 “El4 Clinical Evaluation of QT/ 

QTc Interval Prolongation and Proarrhythmic Potential for Non-Antiarrhythmic 

Drugs” and Docket No. '2004D-0378 “S7B Nonclinical Evaluation of the 

Potential for Delayed Ventricular Repolarization (QT Interval Prolongation) by 

Human Pharmaceuticals.” The draft guidances and received comments are 

available for public examination in the Division of Dockets Management 

between 9 a.m. and 4 p.m. Monday through Friday. 
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III. Electronic Access 

Persons with access to the Internet may obtain the draft guidance 

documents at http://www.fda.gov/ohrms/dockets~default.htm, http:// 

www.fda.gov/cder/guidance/index.htm, or http://www.fda.gov/cber/ 

publicationshtm. 

Dated: / 
December 28, 2004. 

&/j& /( /&,&qfl 

William K. Hubbard, 
Associate Commissioner for Policy and Planning. 
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