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NMPA Announcement on Issuing the Interim Provisions
on the Management of Designated Domestic Responsible
Persons by Overseas Marketing Authorization Holders

(No. 137, 2024)

To implement the Drug Administration Law of
the People's Republic of China and the Vaccine
Administration Law of the People's Republic
of China, and to strengthen the management of
overseas marketing authorization holders
(MAHSs), the National Medical Products
Administration (NMPA) has formulated the
Interim Provisions on the Management of
Designated Domestic Responsible Persons by
Overseas Marketing Authorization Holders.
These provisions are hereby issued and will

come into effect from July 1, 2025.

Additionally, to ensure the effective
implementation of the Interim Provisions on the
Management  of  Designated = Domestic
Responsible Persons by Overseas Marketing
Authorization Holders, the NMPA has developed
relevant modules in the National Pharmaceutical
Business Application System, which will be
officially launched on November 14, 2024.
It is hereby announced.
National Medical Products Administration
November 13, 2024

(November 14, 2024)

Ebronucimab Injection Approved for Marketing by

China NMPA

Recently, the Ebronucimab Injection (trade
name: fAET) of Kangrong Dongfang
(Guangdong) Pharmaceutical Co., Ltd. is
approved for marketing by China NMPA. The
indication is: for the treatment of adult patients

with primary hypercholesterolemia (including

heterozygous  familial and non-familial
hypercholesterolemia) and mixed
dyslipidemia, who cannot achieve the

recommended target of low density lipoprotein
cholesterol (LDL-C) even after receiving
moderate or high doses of statin therapy. It is
used in combination with statins, or with statins
and other lipid-lowering therapies.

Ebronucimab is a fully human monoclonal

IgG1 antibody targeting the preprotein convertase

subtilisin/kexin type 9 (PCSK9), which blocks
the binding of PCSK9 to the low-density
lipoprotein receptor (LDLR) by specifically
binding to PCSKO,
PCSK9-mediated degradation of the LDLR,

preventing

and increasing the number of LDLRs on the
surface of the cells, thereby reducing serum
LDL-C levels. The marketing of this product
treatment option for

provides a new

lipid-lowering treatment.

(September 30, 2024)
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Iparomlimab and Tuvonralimab Injection Approved with

Conditions for Marketing by China NMPA

Recently, the Iparomlimab and Tuvonralimab
Injection (trade name: F5f5%4) of Qilu
Pharmaceuticals Co., Ltd. is approved for
marketing with conditions by China NMPA. It
is indicated for the treatment of recurrent or
refractory cervix carcinoma patients who
progressed on or after platinum-based
chemotherapy.

Iparomlimab and Tuvonralimab Injection is a
bifunctional combination antibody consisting
of Iparomlimab, which targets human
programmed death receptor-1 (PD-1), and
Tuvonralimab, which targets human cytotoxic
T-lymphocyte-associated protein-4 (CTLA-4).

It specifically binds to PD-1 and CTLA-4

PD-1/PD-L1 and
immune  checkpoint
This dual blockade
releases the inhibition on T-lymphocytes,
T-cell

receptors, blocking the
CTLA-4/B7-1/B7-2

signaling pathways.
promoting tumor-specific immune
activation and thereby exerting an anti-tumor
effect. The marketing of this product provides a
with

new treatment option for patients

recurrent or refractory cervix carcinoma.

(September 30, 2024)

Ongericimab Injection Approved for Marketing by China

NMPA

Recently, the Ongericimab Injection (trade
name: F51%i5/Junshida) of Shanghai Junshi
Biosciences Co., Ltd. is approved for
marketing by China NMPA. The indication is:
for the treatment of adult patients with primary
hypercholesterolemia (non-familial) and mixed
dyslipidemia, who cannot achieve the
recommended target of low density lipoprotein
cholesterol (LDL-C) even after receiving
moderate or high doses of statin therapy. It is
used in combination with statins, or with statins
and Ezetimibe.

Ongericimab is a fully human monoclonal
IgGl
convertase subtilisin/kexin type 9 (PCSK9),
which blocks the binding of PCSK9 to the

low-density lipoprotein receptor (LDLR) by

antibody targeting the preprotein

specifically binding to PCSK9, preventing
PCSK9-mediated degradation of the LDLR,
and increasing the number of LDLRs on the
surface of the cells, thereby reducing serum
LDL-C levels. The marketing of this product
treatment option for

provides a new

lipid-lowering treatment.

(October 11, 2024)
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Pradefovir Mesylate Tablets Approved for Marketing by EZR#UE# EFEREER

China NMPA

Class 1 drug
Pradefovir Mesylate Tablets (trade name: #T#
7K) of Xi'an Gelan Xintong Pharmaceutical

Recently, the innovative

Co., Ltd. is approved for marketing by China
NMPA. This drug is indicated for the treatment

of adult patients with chronic hepatitis B,

providing a new treatment option for patients.

(October 28, 2024)
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NMPA Announcement on the Applicability of

ICH

Guideline M12: Drug Interaction Studies and Its Q&A

Document (No. 130, 2024)

To keep pace with the international technical
standards for drug registration, NMPA has
decided after research to apply ICH Guideline
M12: Drug Interaction Studies and its Q&A
document (hereinafter referred to as the M12
Guidelines and its Q&A document). The
relevant issues are hereby announced as
follows:

1. The M12 Guidelines and its Q&A document
will apply to all relevant studies starting from
October 29, 2024 (based on the time point of
the trial record).

2. The relevant technical guidelines may be

accessed on the website of the Center for Drug

Evaluation of NMPA. The Center for Drug
Evaluation of NMPA shall be responsible for
relevant technical guidance during the
implementation of this Announcement.

It is hereby announced.

National Medical Products Administration
October 29, 2024
(November 1, 2024)

NMPA Announcement on the Applicability of ICH
Guideline E11A: Pediatric Extrapolation (No. 139,

2024)

To keep pace with the international technical
standards for drug registration, NMPA has
decided after research to apply ICH Guideline
E11A: Pediatric Extrapolation (hereinafter
referred to as the EI1A Guidelines). The
relevant issues are hereby announced as
follows:

1. The E11A Guidelines will apply to all
relevant studies starting from November 18,
2024 (based on the time point of the trial
record).

2. The relevant technical guidelines may be
accessed on the website of the Center for Drug
Evaluation of NMPA. The Center for Drug

Evaluation of NMPA shall be responsible for

relevant technical guidance during the
implementation of this Announcement.

It is hereby announced.

National Medical Products Administration
November 18, 2024
(November 19, 2024)
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Garsorasib Tablets Approved with Conditions

for

Marketing by China NMPA

Recently, the Class 1
Garsorasib Tablets (trade name: % /57" of

innovative drug

Shanghai Chia-tai Tianqing Pharmaceutical
Technology Development Co. Ltd. is approved
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with conditions for marketing through the
priority review and approval procedure by
NMPA in China. This drug is indicated for
adult patients with advanced non-small cell
lung cancer (NSCLC) carrying the Kirsten rat
(KRAS) Gl12C

sarcoma viral oncogene

mutation who have received at least one
systemic treatment, providing a new treatment

option for patients.

(November 8, 2024)

Zorifertinib Hydrochloride Tablets Approved for Marketing

by China NMPA

Recently, the Class 1 drug
Zorifertinib Hydrochloride Tablets (trade
name: ¥3i;/E) of Alpha Biopharma (Jiangsu)

innovative

Co., Ltd. is approved for marketing by China
NMPA. This drug is indicated for the first-line
treatment of adult patients with locally
advanced or metastatic non-small cell lung

cancer (NSCLC) with epidermal growth factor

Medical device

receptor (EGFR) exon 19 deletion or exon 21
(L858R) substitution mutation with central
nervous system (CNS) metastases, providing a

new treatment option for patients.

(November 20, 2024)
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Marketing

Recently, the innovative product “Renatus®
Transcatheter Aortic Valve System” of Beijing
Balance Medical Technology Co., Ltd. is
approved by China NMPA.

This product consists of a bioprosthetic valve, a
delivery device, a balloon dilatation catheter, a
catheter sheath kit, a crimping device, and an
inflation pump. The product features a
structure. It is

balloon-expandable stent

indicated for patients with symptomatic,
calcified, severe degenerative aortic valve
stenosis who are evaluated by a heart team and
deemed unsuitable for conventional surgical
valve replacement, and who are 70 years of age
or older. Under the guidance of medical

imaging equipment, the bioprosthetic valve can

be implanted through either a long or short
delivery system, depending on the patient's
specific access route, into the aortic annulus,
replacing the diseased aortic valve and
improving the stenosis at the affected site,
thereby enhancing cardiac function and
meeting the clinical needs of different access
routes.

The NMPA will strengthen the post-marketing
surveillance of the product to protect the safety

of medical devices used by patients.

(August 22, 2024)

JETSTREAM™

PVCN100 Console and JETSTREAM™

Over-The-Wire Atherectomy Catheter Approved for

Marketing

Recently, the two innovative products
“JETSTREAM™ PVCNI100 Console”

and “JETSTREAM™ Over-The-Wire
Atherectomy Catheter” of Boston Scientific
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Corporation are approved by China NMPA.

The JETSTREAM™ PVCN100 Console
consists of a main unit and a power cord. The
JETSTREAM™ Over-The-Wire Atherectomy
Catheter consists of an electrical catheter, an
aspiration port, and a removable activation
handle. These two products are used in
combination for atherectomy pre-treatment of
primary lesions in the femoropopliteal arteries.
Compared with traditional atherectomy
devices, this product adopts the innovative
design of rotary excision combined with active
suction, which realizes the functions of plaque
active

excision  and suction-perfusion,

providing more effective atherectomy efficacy
while discharging plaque particles out of the
body through the suction system, reducing the
occurrence of adverse events such as distal
embolization.

The NMPA will strengthen the post-marketing
surveillance of the product to protect the safety

of medical devices used by patients.

(August 28, 2024)

Lumipulse® G HBsAg-Quant Approved for Marketing

Recently, the innovative product “Lumipulse®
G HBsAg-Quant” of Fujirebio Inc. is approved
by China NMPA.

The Lumipulse® G HBsAg-Quant consists of
antibody-conjugated particles, enzyme-labeled
antibodies, and sample processing solution. It
is used for the qualitative and quantitative in
vitro detection of Hepatitis B Surface Antigen
(HBsAg) in human serum or plasma.
Compared with similar products on the market,
this product offers higher sensitivity, enabling
the detection of HBsAg

concentrations in the early stages of Hepatitis

even at low

B wvirus infection, thus facilitating early
diagnosis and treatment.

The NMPA will strengthen the post-marketing
surveillance of the product to protect the safety

of medical devices used by patients.

(September 3, 2024)
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Navigational

Positioning Microwave Ablation System

Approved for Marketing

Recently, the innovative product “Navigational
Positioning Microwave Ablation System” of
True Health (Beijing) Medical Technology Co.,
Ltd. is approved by China NMPA.

The Navigational Positioning Microwave
Ablation System consists of a main control
trolley (with robotic arms and a foot switch), a
microwave therapy trolley (with an optical
tracking module and a foot switch), navigation
and positioning tools, microwave transmission
lines, single-use microwave ablation needles,
and  single-use

temperature  monitoring

needles. This product allows for preoperative
needle planning based on CT images and
intraoperative

guidance for percutaneous

puncture  procedures,  specifically  for
microwave ablation of solid liver tumors in
adults.

Compared with traditional microwave ablation
devices, this product innovatively integrates
and  positioning

navigation technology,

respiratory  tracking  technology, and
microwave ablation technology, which is the

first of its kind in the world. It significantly
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improves the accuracy of microwave needle
placement, target lesion ablation, and the
efficiency and success rate of ablation
procedures, while reducing the reliance on the
operator's experience in puncture and ablation

planning, thereby enhancing the effectiveness

and safety of the treatment.
The NMPA will strengthen the post-marketing
surveillance of the product to protect the safety

of medical devices used by patients.

(September 3, 2024)
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PulseSelect™ Pulsed Field Ablation (PFA) Generator and
PulseSelect™ Pulsed Field Ablation (PFA) Loop Catheter

Approved for Marketing

Recently, the two innovative products
“PulseSelect™ Pulsed Field Ablation (PFA)
Generator” and ‘“PulseSelect™ Pulsed Field
Ablation (PFA) Loop Catheter” of Medtronic,
Inc. are approved by China NMPA.

The PulseSelect™ Pulsed Field Ablation (PFA)
Generator consists of a generator, a controller
(optional), a foot switch (optional), an EGM
cable, and a disposable catheter interface cable.
The PulseSelect™ Pulsed Field Ablation (PFA)
Loop Catheter consists of an electrode, a body
and a handle.

The above two products are used in
conjunction for the treatment of

drug-refractory,  recurrent,  symptomatic

paroxysmal atrial fibrillation or

drug-refractory,  recurrent,  symptomatic
persistent atrial fibrillation (with episodes
lasting less than 1 year) by utilizing the
principle of the non-thermal effect of a pulsed
electric field. Compared with conventional
radiofrequency ablation and cryoablation

products, this product enables selective
destruction of myocardial tissue and avoids the
risk of surrounding tissue damage due to
temperature transfer.

The NMPA will strengthen the post-marketing
surveillance of the product to protect the safety

of medical devices used by patients.

(September 10, 2024)

CT Angiography Image-aided Detection Software for
Intracranial Aneurysms Approved for Marketing

“CT
Angiography Image-aided Detection Software
of Shanghai

Recently, the innovative product
for Intracranial Aneurysms”
United Imaging Healthcare Co., Ltd. is
approved by China NMPA.

This product consists of software installation
programs and authorization files. The software
function module includes browser and server
ends, used for displaying, processing,
measuring, and analyzing CT angiography
images of the head and neck arteries, and
assisting in the detection of intracranial

aneurysms of 3 mm and above.

This product adopts deep learning-based head
and neck vessel segmentation technology and
multi-scale aneurysm detection technology,
which effectively improves the diagnostic
accuracy and efficiency of intracranial
aneurysms, and is of great significance in
improving the survival rate of patients.

The NMPA will strengthen the post-marketing
surveillance of the product to protect the safety

of medical devices used by patients.

(September 25, 2024)
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Carbon lon Therapy System Approved for Marketing

s FIRTT RBRAL L

Recently, the product “Carbon Ion Therapy
System” produced by Lanzhou lon Therapy
Co. Ltd. is approved by China NMPA.

The approved product will be put into clinical
use at Economic and Technological
Development Zone Branch, Renmin Hospital
of Wuhan

previously approved products, all treatment

University. Compared with
rooms in this system are equipped with
modulated scanning mode, which further
enhances treatment efficiency and precision.
Some treatment rooms are also configured with
a sliding rail CT image guidance system,
improving image quality and positioning
accuracy, thus better meeting the needs of
patients with malignant solid tumors.

In recent years, the NMPA has continuously
deepened its review and approval reforms,
supporting innovation in the medical device

industry and meeting the public's demand for

high-end medical devices. Previously, the
domestically produced "Carbon Ion Therapy
System" approved by the NMPA has been used
to treat over 1,500 patients, with excellent
outcomes.

Moving forward, the NMPA will continue to
implement specific measures in line with the
reform deployments of the Central Committee
of the Communist Party of China, supporting
the high-quality development of the medical
device industry. For innovative products, the
NMPA will adopt an approach of "early
tailored each

intervention, strategies for

enterprise,  full-process  guidance, and
integrated research and review" to accelerate
their market entry, better protect and promote
health, and China's

transformation from a big pharmaceutical

public propel

manufacturing country to a powerful one.
(September 29, 2024)

Knee Prosthesis System Approved for Marketing

Recently, the innovative product “Knee
of Abonisi Medical
Technology (Suzhou) Co., Ltd. is approved by
China NMPA.

This product consists of femoral components,

Prosthesis  System”

tibial components, and patellar components,
and is intended for primary knee replacement
in patients with mature skeletal development.
The femoral condyles and tibial trays feature a
trabecular structure made

porous using

additive manufacturing technology at the bone
integration interface, which provides a high
coefficient of friction and excellent bone
integration properties.

The NMPA will strengthen the post-marketing
surveillance of the product to protect the safety

of medical devices used by patients.

(November 1, 2024)
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Intracranial Aneurysm Embolization Assist Stent Approved

for Marketing

Recently, the innovative product “Intracranial
Aneurysm Embolization Assist Stent” of
Shanghai HeartCare Medical Technology Co.,
Ltd. is approved by China NMPA.

The product consists of three parts: the stent,
delivery wire, and introducer sheath. The stent
is laser-etched from nitinol tubing and features
platinum-iridium markers at both ends and in
the middle of some models, facilitating precise
clinical assessment of stent deployment and
Under standard clinical

wall apposition.

interventional surgical conditions, the stent is
used in conjunction with angiography to
intracranial

determine the location of

aneurysms, aiding in the endovascular
embolization and blood flow reconstruction for
patients with intracranial aneurysms.

The NMPA will strengthen the post-marketing
surveillance of the product to protect the safety

of medical devices used by patients.

(November 1, 2024)
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Innovative Neurosurgical Planning Software Approved

for Marketing

Recently, the innovative product “Neurosurgical
Planning Software” of Sinovation (Beijing)
Medical Technology Co., Ltd. is approved by
China NMPA. This marks the 300th innovative
medical device to receive approval.

This product consists of software installation
programs and authorization files. The software
function module includes: user login, patient
sequence management, surgical planning, image
registration, 3D reconstruction, stereotactic
frame parameter calculation, and fiber tract
generation. It is designed to develop
neurosurgical planning.

This product employs multi-dimensional spatial
vascular  reconstruction and  avoidance
technology, which enables the optimization of
surgical paths and improves clinical efficiency
by combining existing head frame tools and
planning paths. This technology is at the
forefront of international standards and is
pioneering in its field.

Innovative medical devices represent a new
quality productive force in the medical device
sector. In recent years, the NMPA has deepened
reforms in the review and approval system for
medical devices, addressing “blockages” and
“difficulties” in the development of the medical
device industry. The NMPA has continuously

improved mechanisms to support the

development of innovative medical devices,
particularly focusing on areas such as medical
robotics, artificial intelligence, medical imaging,
and biomaterials, targeted research support
initiatives, while strengthening
inter-departmental cooperation to accelerate the
listing and application of innovative products to
better meet the public's demand for medical
devices.

Moving forward, the NMPA will thoroughly
implement the spirit of the Third Plenary
Session of the 20th Central Committee of the
Communist Party of China, focusing on the
primary task
development. The NMPA will implement the

of promoting high-quality

reform measures proposed in the Resolution of
CPC Central Committee on Further Deepening
Reform Comprehensively to Advance Chinese
Modernization, advance the legislation of
medical device management laws, and continue
to provide enhanced support and guidance for
the research and development of innovative
medical devices. More resources will be
allocated to the review and approval processes,
ensuring that the benefits of medical device
sector reforms are more equitably shared among

the people.

(November 7, 2024)

Notes:

AN FE AR RIS B FR ™ mm

KL L

R, ERGmEESEEBIET LRI
i (ER) EFRRERASMIMIFAT
R RIEM RIS, X2530003RH#
BYBIHTEE ST =3t

% AR R AR R AN IR AR R,
MEERREERPER. BEFIIEE. F
ARitkl, EREE =HERE. LRSHHE
. FHRER, BTHIEMIMIFAL,

% R A £ 4 = 18 M B R FAE R
A, BEESMAELRTEMMLIZE, T
MFERBEOMMA, REIRKRIIEEE., %K
RiXE|EfRE#HKFE, BEEELIE,

BT ETT SRR BT SR AU ST R D
B, EFkR, BRGB/RLETRME
WEHMHIERE, RARRETSMTLRRE
FERUERT, REREFRETSRMNA
RS, HRRUERENSE, REERRS
A A&, EEZENEMMHET RN
SERWE, HREXMSIFEE, BIEK
BRIIMME, DIECUFTF M E AN A, B
RRARAMER.

T—%, EBRHBEBBRARMRH—+
E=hE4iEH, REENEREARX—H
BB, BEL (PRHPAXTE-SEERNK
BE, P ERIAARE) RHIKRE
B8, HHETSEMERELE, FEMAY
BUITET R R PIRIOSFES, MRES
M ER, LETSRMOUENERRAR

EZEAFERARER,
(2024-11-07)

* All the Chinese information in the Newsletter is from newspapers and the Internet.

All English articles are translated from the Chinese version. In case of any discrepancy,

the Chinese version shall prevail.

* For e-copy of the Newsletter, please visit http://www.ccfdie.org
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