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1. General:

In the stage of le e 1
product is so. The:
manufacture of an in

IH Scope, line‘l.gz - 117} -

_ o" apphed to the API used in the
d g\ pro ,uct or a i’hase 1 study. (Related sectlon. |

2. General

tional new f,ypb'r'odukc't?",
) product” are used to
. We recommend that a

P
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“Phase I study . ,“Phase 1
5 vecommend that a single term»..

Suggest thatth mdam:e shau}d be apphed toa medmal deﬂce such asa
‘ drug-elutmg stent. Sl ‘

5, Sectmn III SCGPE {Lme 11&1 ]‘.7)

fl‘lii?l_ﬁohsvdéscribed, in
the recommendations -

Suggest tlmt thef‘ nte) '"""f'fwant to cﬁnszder the
this guidance” sh ified, for exampl as“
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 (Line 250):

6. Section IV STATU’I‘ORY
145-147): Ay

D REGULATORY REQUIREMENTS (Line

e Agency may choose to conduct
d on this guidance may have a
CGMP has, Therefore, details
elsewhere in this guidance or
3E” sectlon.

7. Section V RECQMMENIATIONS FOR COMPLYING wm—l THE STATUTE
(Line m) o

Suggest adding

Suggest adding decuments : regawmg to “risk  assessment”
into "REFERENCES G e | g

8. Section V RECO ND QNSFQRCOMPLYING WITH THE STATUTE

Suggest deletmg«the term }“pemodx"  fro additiona permd:c revnew” because
,fbthe manufacture ; n d ,y is completed in relatively a

9. Section . RECD', MENDATIONS FOR C‘MPLYING WITHTHE STATUTE
(Lme281~282) e . i R S

‘sentence. i 5 S

© 10. Section V‘RECO‘ |
- (Line 294~296) ‘

The gmdance states that “A record of changes in prucednres and processes used for




: »,subsequent baf' 'hes alon
- criteria that dets
" document. For

changes However, spec:ﬁc, ‘

_,:reference documents into

12. Section V RECQMMENMTRNS FOR C.MPLYGWITHTHE STATUTE,

| (Line 342)

Suggest nsmg the term “date of the last admmnstratwn” mstead of “study

termmanon”

13. Section V RE;
(Line 377-380)

: 'Suggest using t; ; i erm “¢ "edrug product” mstead of

| ».mc wmmmsmerE '

“the drug in thls sentence




