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2. D-0120 =AM RIF, 5F K
B ELRRT HATH;
3. AITALETYERA£L£EFA
%A KRB

4, LHEAYH. £H. BEX
£ H R K+ AR

U T
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AFRTHMEXER, BECERELRSH, AEEERXNRATIZRETAEADDY
SFTRAKRT . REEHCFTRBAEABYMELTAEHHHHENE, nHhHh
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*Wills, Todd & Lipkus, Alan. (2020). Structural Approach to Assessing the Innovativeness of New
Drugs Finds Accelerating Rate of Innovation. ACS Medicinal Chemistry Letters. 11. 2114-2119.
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do R

ERIBHK

B

HIFE X

KRN

T RE AR A R

SELECTIVE ESTROGEN
RECEPTOR DEGRADERS
AND USES THEREOF

10,647,724

K

SELECTIVE ESTROGEN
RECEPTOR DEGRADERS
AND USES THEREOF

3411034

M
o H
B

SELECTIVE ESTROGEN
RECEPTOR DEGRADERS
AND USES THEREOF

2734501

%

s
o H
B

SELECTIVE ESTROGEN
RECEPTOR DEGRADERS
AND USES THEREOF

2018/05573

ZEl

SELECTIVE ESTROGEN
RECEPTOR DEGRADERS
AND USES THEREOF

11,014,936

5% [

s
H | o HE
Eh3

bk

SELECTIVE ESTROGEN
RECEPTOR DEGRADERS AND
USES THEREOF

260789

L&

NI RS
H
3

SELECTIVE ESTROGEN
RECEPTOR DEGRADERS AND
USES THEREOF

6905539

H&

RE . EREK

ML HUS

A H| D-0502 K+
A FE R E AR (1 V40
HREFRENTS 8 &
) oA 2 2 A
R S i

PYRIMIDINE OR
PYRIDINE COMPOUNDS,
PREPARATION METHOD
THEREFOR AND
PHARMACEUTICAL
USES THEREOF

10,179,784

5% [

PYRIMIDINE OR
PYRIDINE COMPOUNDS,
PREPARATION METHOD
THEREFOR AND
PHARMACEUTICAL
USES THEREOF

6637058

HA

10

PYRIMIDINE OR
PYRIDINE COMPOUNDS,
PREPARATION METHOD
THEREFOR AND
PHARMACEUTICAL
USES THEREOF

3216786

ML HUS

AEF] BPI-D0316 #H
FBAR, TR EAS
ML REFE NP S
6 L. Wk 2K
& ol £ 73
=2 i

11

CARBOXYLICACID
COMPOUND, METHOD
FOR PREPARATION
THEREOF, AND USE
THEREOF

9,809,580

R

12

CARBOXYLICACID
COMPOUND, METHOD
FOR PREPARATION
THEREOF, AND USE
THEREOF

9,856,239

kH

M7 HUAS

AEH| D-0120 A K+
A5 TR B B VR4
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CARBOXYLICACID
COMPOUND, METHOD
FOR PREPARATION
THEREOF, AND USE
THEREOF

201530359
7

NN

CARBOXYLICACID
COMPOUND, METHOD
FOR PREPARATION
THEREOF, AND USE
THEREOF

250524

LAt 3]

CARBOXYLICACID
COMPOUND, METHOD
FOR PREPARATION
THEREOF, AND USE
THEREOF

344182

1)

CARBOXYLICACID
COMPOUND, METHOD
FOR PREPARATION
THEREOF, AND USE
THEREOF

6568929

HA

CARBOXYLICACID
COMPOUND, METHOD
FOR PREPARATION
THEREOF, AND USE
THEREOF

2017/01388

EZEl

bk

ot W

HETEROCYCLIC COMPOUNDS,
PREPARATION METHODS AND

USES THEREOF

11,091, 48
1
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MR SEEERE
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Fe LHBHR AT EZi= RN LHHEH BAEH iy
R B e SRS . 4 T vk KAT N DIk
1 ; BPI-D0316 201510152615.0 2015.4.1 2019.3.1 S EUS
RIEE 26 3% A RS
V= S S e D LAY NS N g
ITAREEE R B & vk KAT N Dk
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B LR R FHIETE LHE LN B RGHIR HiEEZRMX
SELECTIVE ESTROGEN RECEPTOR
1 D-0502 10,647,724 R 7 7 2020.5.12- 2037.2.3 ENEd
DEGRADERS AND USES THEREOF
SELECTIVE ESTROGEN RECEPTOR
2 D-0502 3411034 L 2020.11.25- 2037.2.3 75!
DEGRADERS AND USES THEREOF
SELECTIVE ESTROGEN RECEPTOR
3 D-0502 2734501 25 2020.10.19.-2037.2.3. Y
DEGRADERS AND USES THEREOF KR Ll
4 SELECTIVE ESTROGEN RECEPTOR D-0502 2018/05573 KT 2020.12.23.-2037.2.3 [FE[S
DEGRADERS AND USES THEREOF B o "
SELECTIVE ESTROGEN RECEPTOR .
5 D-0502 11,014,936 KE R TT 2021.5.25-2037.2.3 EH
DEGRADERS AND USES THEREOF
SELECTIVE ESTROGEN RECEPTOR
6 D-0502 260789 257 2021.6.26-2037.2.3 DL 7
DEGRADERS AND USES THEREOF HH LT es
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A
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HRHR

FR 77 X /3 X

SELECTIVE ESTROGEN RECEPTOR
DEGRADERS AND USES THEREOF

D-0502

6905539

Sk vl

2021.6.29-2037.2.3

H A

PYRIMIDINE OR PYRIDINE
COMPOUNDS, PREPARATION
METHOD THEREFOR AND
PHARMACEUTIC AL USES THEREOF

BPI-D0316

10,179,784

2019.1.15.-2035.11.5.

SR [H

PYRIMIDINE OR PYRIDINE
COMPOUNDS, PREPARATION
METHOD THEREFOR AND
PHARMACEUTIC AL USES THEREOF

BP1-D0316

3216786

2021.5.12-2035.11.5.

10

PYRIMIDINE OR PYRIDINE
COMPOUNDS, PREPARATION
METHOD THEREFOR AND
PHARMACEUTIC AL USES THEREOF

BP1-D0316

6637058

2019.12.27.-2035.11.5.

HA

11

CARBOXYLIC ACID COMPOUND,
METHOD FOR PREPARATION
THEREOF, AND USE THEREOF

D-0120

9,809,580

2017.11.7.-2035.8.11.

12

CARBOXYLIC ACID COMPOUND,
METHOD FOR PREPARATION
THEREOF, AND USE THEREOF

D-0120

9,856,239

2018.1.2.-2035.8.11.

KM

13

CARBOXYLIC ACID COMPOUND,
METHOD FOR PREPARATION
THEREOF, AND USE THEREOF

D-0120

2015303597

2020.1.2.-2035.8.11.

NN
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z LB FHIRF= & RS RN A B HFER/MHX

CARBOXYLIC ACID COMPOUND,

14 | METHOD FOR PREPARATION D-0120 250524 RATN 2020.10.31.-2035.8.11. PLEF
THEREOF, AND USE THEREOF
CARBOXYLIC ACID COMPOUND,

15 | METHOD FOR PREPARATION D-0120 344182 RATN 2020.8.14.-2035.8.11. ENFE
THEREOF, AND USE THEREOF
CARBOXYLIC ACID COMPOUND,

16 | METHOD FOR PREPARATION D-0120 6568929 KATAN 2019.8.9.-2035.8.11. H A
THEREOF, AND USE THEREOF
CARBOXYLIC ACID COMPOUND,

17 | METHOD FOR PREPARATION D-0120 2017/01388 KATAN 2018.7.25.-2035.8.11. ZE[
THEREOF, AND USE THEREOF
HETEROCYCLIC COMPOUNDS,

18 | PREPARATION METHODS AND USES D-1553 11,091, 481 EITA 2021. 8. 17-2040. 5. 20 EE|
THEREOF
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	第一部分：关于第三轮审核问询回复
	一、进一步说明将BPI-D0316产品对外授权后仍披露为核心产品管线的理由是否充分
	（一）BPI-D0316来源于发行人的自主研发，发行人独立完成大部分核心研发工作，与贝达药业合作前已获准开展II期临床试验，于临床试验的后期阶段与贝达药业达成合作
	（二）发行人与贝达药业共同拥有BPI-D0316的境内权益
	1、发行人与贝达药业共同拥有合作区域内的专利权
	2、发行人通过联合开发委员会（JDC）等机制充分参与BPI-D0316的研发活动
	3、BPI-D0316临床试验、上市申请的开展情况
	4、发行人对BPI-D0316的商业化活动享有可变收益
	5、发行人对BPI-D0316拥有合理的救济措施

	（三）BPI-D0316上市后，发行人拥有净收益的测算
	（四）发行人拥有BPI-D0316的境外权益
	（五）同行业可比授权合作项目中产品归属的披露情况
	1、授权合作是创新药领域常用的商业模式，发行人与贝达药业的合作是一种高效、互利、共赢的产品开发和商业化安排
	2、同行业可比案例汇总
	3、授权方和被授权方使用同一产品管线进行IPO上市申请的案例
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