AR & Wb b A& Drugs & Clinic FanHx FuH 2017511 A © 2047 -

T EE R EER R IEER R KRR ZA R SRR

e, RN OB O# RKEZ KRBT
1. JEPHZIRERE IRaLR%2BE, dbat 100027

2. HIMREE, R AN 450001

3. WiRREEY GERD BOAMRAR, Lifg 200010

T8 F 0l SCHRATT R S T RS B A A e 1 D B L, ot DGR B R S AR e ) A S AT i) 25 PR
o B ERE S VIR A BEAR AT SAE R T B EA SRR IR AR SRR S LR R BRI 2 bR e
2y A5 R 1 RE S (R AL ML B TAENLAR” %5 7 A5 THI B2 32 I ARTE 45 SR IEAT /0T, A4t T RIS 15 ] S A S 0 502 it e 4%
TR Sy

KHEIA: RERTOIE, OCHEZEER, STMEERAR: AR AT

HPESZES: RIS1 XHEIRERD: A MEHS: 1674 - 55152017)11 - 2047 - 11

DOI: 10.7501/j.issn.1674-5515.2017.11.001

Analysis of questionnaire on key elements and implementation path in the construction
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Abstract: Through the literature research and expert consultation to determine the key elements of the construction of Chinese Drug
Orange Book System, for the key elements and the implementation path to design questionnaire and conduct questionnaire survey.
Seven key elements of Chinese Drug Orange Book System were identified through the study, including the basic position and role,
required legal support, the basic principles of drug collection, the principle of reference listed drug collection, drug identification, drug
information, the organization, and working mechanism. The analysis of the results of the survey provides support for the proposal on
the construction and implementation path of Chinese Drug Orange Book System.
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Table 1 From the perspective of the long-term development
of China’s pharmaceutical industry, what role do
you think China’s Orange Book system should
play? (multiple choice)
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Table 2 From the current stage of the development of
China’s pharmaceutical industry, what do you
think should be the following functions in the
initial stage of the Orange Book system in China?

(multiple choice)
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Table 3 Which institutions do you think should be established

or improved in our country if the role of Orange

Book is to be fully played? (multiple choice)
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Table 4 What is your consideration of the drug type of orange
peel book in China and the positioning and function
of the Orange Book system in China?(single topic)
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Table 5 For chemicals, which of the following drugs should

be included in the Orange Book? (multiple choice)
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Table 6 If all the drugs approved by China’s drug regulatory

agency are included in the Orange Book, what are

the advantages and disadvantages? (single topic)
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Table 7 Which principles of reference listed drug collection
do you identify with? (multiple choice)
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Table 8 How do you think the reference listed drugs should

be marked in the Orange Book of China? (multiple

choice)
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Table 9 How do you think the drug should be identified in
the Orange Book? (multiple choice)
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Table 10 What do you think the drug basic information should

include in the Orange Book? (multiple choice)

JET AN %
A A% 459 97.25
B. Fiands (W) 402 85.17
C. Wtk 461 97.67
D. %Y 456 96.61
E. &i#igtt 441 93.43
F. ks 448 94.92
G. #itiEH A 409 86.65
H. iEA CEETREE D 412 87.29
L VE RS 321 68.01
I HEAEZ) ST CRET 2 S RB 392 83.05
Pl

K. A=k 318 67.37
L. HARGEEH) 40 8.47
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Table 11 What do you think the drug approval information

should include in the Orange Book? (multiple choice)
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Table 12 What do you think the information of drug patent
and relevant protection period should include in
the Orange Book? (single topic)

T3 AN EEBI%

IR ANV Lh A1l /%
A, JUEFRERbRAE S 384 81.36
B. Zidh i 443 93.86
C. %iihgk 308 65.25
D. HAh GEEHD 43 9.11
A FIAE NI 472
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D. HAh G 8 1.69
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Table 13 Based on the reality of China, how do you consider

the construction and implementation path of the

Orange Book system in China? (single topic)

=14 WNAGEBEBEERAH. EFHRLEPRIELN
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Table 14 What do you think the organization is responsible

for the release, update and maintenance of the

Orange Book information? (single topic)

I AN El
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Table 15 What work principles and procedures do you

think should be established to ensure the

PURIEFE

effective implementation of the Orange Book

system in China? (multiple choice)
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A, THIE A8 B A5 LR 24 S ) 450 95.34
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Table 16 What do you think the way which Orange Book
information is published? (multiple choice)
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Table 18 What do you think the scope of information

change management? (multiple choice)

IR ANV LA/ %
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Table 17 What do you think should be done to update and

maintain the Orange Book information? (multiple

I Ny EEB%

A e ARER BRI O 449 95.13
B

B. dAF@ Atk AR B e 335 70.97
2

C. ZHHIFIE LT G R A H, A e 421 89.19
Xof A R 2 BG R ER A 0 007 1 24 1
R SR T 15 T

D. {2y EijakAEARE, S84 364 77.12
SR A B AR

E. ZHIA H RSO RS 371 78.60

F. 240 EEAE B AS B A 333 70.55

G HAt GEED 4 0.85

ESUESR VeI =P NN 472

choice)
IR N %
A BEFG R R A B A TSI N S 163 34.53
B. & H BRI A AR H ok 359 76.06
C. BAFETHRAT HRAY) 198 41.95
D. HAh GEEHD 21 4.45
A FIAE NI 472

PR ZE BE IR, ERRS J 15 15 SR 4E 4 A
2, 76.06% AN 53 IA A A 5T R A 2 F 7
K5 34.53%IAIE N D3N Ay T R TRONS B R A5 KR A ik
TR ey . R TNk, R RS
ST

(6) 15 BATHE AL

£ B S I S IANEZ N S S
EHLTEE? 7 TS R L 18,

WWHEE RN, B Rz 4545 B AR B 4 2
i1yt YRR P e o i RN S5/ i A B R T
W2 (95.13%) > 2 b sl 71 A A% 5 s >R fr A%

B (89.19%) > LUl ] b JRUE Sk AR S L I 1
T (78.60%) >15iil2y L e KAEAE, SEEY
S R B INE Y (77.12%) > AE e 4tk
AR R PR = ) A2 i (70.97%) > 2t
A5 B HEAS B AR B (70.55% )

T LU A HE P R S50 IR B T Sk PR AU
Wit, HA&SEIUR LLBIITE 70%8L -, BBl B4R
PR S 87 40 N A B A B ) Vs

IR A B, R A A R R R T 2
WA 7 ST B2 s DG, DR A AR B
ORI AR 2 I K 1o 5348, “SHUHIFIAE BT E &
AR, AR R AR 2 LRSI (1 0 1 24 1)
JTCER T SR RS (1) 175 B A 52 BRI B 1 o 8 O
FRAM I T M FO0 A i 24 o — Bk B AR
2.3.9 [ Ge Tk IR 7 A5 il B )t o S it 5 A28 P
PRI TR i) 8 Pl e IR 1 45 1 B g 2t %
S A%, GO MR SR 2RI 303
o LR AR :

Q@ DRPRE = vl ) (B EEY o il 3 2900
A7 101 4%, PABEN LI =k FRIE R 7 15
il LR H £ A GBS S R v b S5 it

(2) “Op P R RS e BHIRE”, B 53
g VRARIE N DR 0 i by« eI B A5 B iy e,
WE AR N 47 I 25— B VRO 2 L iR H sk B



AR HwH%A  Drugs & Clinic

ERE Fuy

2017511 A * 2057 -

2 AR TR By PO B A 24 5 R 5 P T
RIFWVER, kR R SRR B e 1

(3) SRS VO, B RS e ol A A
W S [ 4 B PRI O FERE b, TR AT AT K
FRETAIIIIR A THI 25 RS s 7 R R Bz 15 71 B AL A St )
RERE AR, BT 0 A R ORI T AR TAERE
A TEEW .
3 i

L5 S RS e ORI RE A i 15 1 BE R 9 A
LKA b, SRR TR R R A5 B A A
OREREIER . BE TP IR R 15 o o DG o 2 N S
PV 1) 2 3L SV, o0l e TR Rl - g S
AL BAEF . T BNV FE OR 2 A
JE . Z ISR R 25 bR I 2y
dnfe B IR S I AL AN S TAERLHISE 7 A J7
AT PR RV IE &5 SR TEAT A0 AT, by e RIS o 1 ) Ay g
S AR I BT I S T FE A

FE )G PRI 5 S BT I et L, RS BR H T
T Bz A5 o B A R SE AR T, L)
1[9] 3

St KR A B R H B E R 2RI RRA,
Fert it KRR T T KA !

SEHR

(11 FE%EE OISRy BT S v LRI fE )
[EB/OL]. (2015-08-18). http://www.sda.gov.cn/WS01/CL
0051/126861.html

(2] 5B T IR HI 28 BT MY 72— BN 1

(3]

(4]

(3]

(6]

(7]

L) [EB/OLY]. (2016-03-05). http://www.sda.gov.cn/WS01/
CL1749/146200.html.

KEEZ, B, S, REANEEBHEN RS
B AT P RS B A B 2 EEME R (], b 2
2017(10): 17-24.

FDA. Drug Price Competition and Patent
Restoration Act [EB/OL]. (1984-09-24). https://www.fda.
gov/regulatoryinformation/lawsenforcedbyfda/significant

Term

amendmentstothefdcact/default.htm.

FDA. Orange Book: Approved Drug Products with
Therapeutic Equivalence Evaluations [EB/OL]. (2017-
09-26). https://www.fda.gov/downloads/Drugs/Development
ApprovalProcess/UCMO071436.pdf.

FDA. Purple Book: Lists of Licensed Biological Products
with Reference Product Exclusivity and Biosimilarity or
Interchangeability Evaluations [EB/OL]. (2014-09-06).
https://www.fda.gov/drugs/developmentapprovalprocess/
howdrugsaredevelopedandapproved/approvalapplications/
therapeuticbiologicapplications/biosimilars/ucm411418.htm.
FDA. Orange Book: Approved Drug Products with
Therapeutic Equivalence Evaluations [EB/OL]. (2016-
08-22). https://www.fda.gov/Drugs/InformationOn Drugs/
ucm129662.htm.

FDA. Referencing Approved Drug Products in ANDA
Submissions [EB/OL]. [2017-01-13]. https://www.fda.gov/
downloads/drugs/guidancecomplianceregulatoryinformation/
guidances/ucm536962.pdf.

Wsker, B iR, fR B SR SRTIRIERE KA R
AL AR (7], BRI SRR, 2017,
32(11): 2058-2063.



