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Abstract: Patient — focused drug development is a systematic approach to
help ensure that patients’ experiences perspectives needs and
priorities are captured and meaningfully incorporated into drug
development and evaluation. The Patient — Focused Drug Development
Program Staff of U.S. Food and Drug Administration is developing a
series of four methodological patient — focused drug development guidance
documents. The guidance 1 - collecting comprehensive and representative
input have been finalized. This paper introduce the contents of guidance
1 and considers its reference for the effect evaluation of Traditional
Chinese Medicine.

Key words: drug development; guidance; traditional Chinese medicine;

effect evaluation

( patient — focused drug development

PFDD) . N
(U.S. Food and Drug Administration FDA) PFDD
1
PFDD
2
4 1°



12382

37 17 2021 9 (343 )
2 4
1 ( . N )
; 37 . 2.2
2.2.1
. 4 6
( ) o
1
1 2.2.2
FDA
1 (
) o
N D
;@
€
C @ ( patientreported outcome PRO)
; @ Al o
/
a0 ;@
g6 :
;@ ® '@ '@
;@ ;' ®
,© o
. D .
( PFDD ) @ ® “ ”
( )
2 2.3
2.1
. 20
;@ ) 6)
/ , @ 16



Chin J Clin Pharmacol 2383

Vol. 37 No. 17 September 2021( Serial No. 343)

2.3.1 FDA
@ ;
- @
2.5.2
N N N N FDA
o N N ( .
N N o N )
2.3.2 o
. D 3
- @
o 3.1 /
2.3.3
o / o
D e) . FDA (
/ e ) .
;@ . 3.2
a0
@) .
. 3.3
FDA ( ) o ) . .
2.4 ( sampling frame) N o
o 3.4
. (
0 )
3.5 /
2.5 o
2.5.1 / 3.6

( data management

o plan DMP) . DMP



12384

37

17

2021

9

343 )

DMP
3.7

3.8

3.9

3.10

3.11

DMP

PFDD.

FDA. CDER patient — focused drug development EB/OL . Sil-
ver Spring: FDA. 2020 - 12 -22 2021 -03 - 11 . https: //
wwwidagov/drugs/development — approval — process — drugs/
cder — patient — focused — drug — development.
FDA. Patient — focused drug development guidance series for enhan—
cing the incorporation of the patient” s voice in medical product develo—
pment and regulatory decision making EB/OL . Silver Spring:
FDA. 2020 -06 - 18 2021 - 03 — 11 . https: //www. fda. gov/
drugs/development — approval — process — drugs/fda — patient — fo—
cused — drug — development — guidance — series — enhancing — incor—
poration — patients — voice — medical.
FDA. Patient - focused drug development: Collecting comprehensive
and representative input guidance for industry Food and Drug
Administration staff and other stakeholders EB/OL . Silver
Spring: FDA. 2020 - 06 — 16 2021 - 03 — 11 . https: //
www. fda. gov/media/113653 /download.
FDA. Patient — focused drug development: Methods to identify what
is important to patients guidance for industry Food and Drug Admin—
istration staff and other stakeholders EB/OL . Silver Spring:
FDA. 2019 -09 -30 2021 -03 - 11 . https: //www. fda. gov/
media/131230/download.
FDA. Methods to identify what is important to patients & select
develop or modify fit — for — purpose clinical outcomes assessments
EB/OL . Silver Spring: FDA. 2018 -10 -16 2021 -03 -11 .
https: //www. fda. gov/media/116277 / download.
FDA. Incorporating clinical outcome assessments into endpoints
for regulatory decision — making EB/OL . Silver Spring:
FDA. 2019 - 12 - 06 2021 - 03 - 11 .  https://
www. fda. gov/media/132505 /download.



