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NMPA Re-elected as a Member of the ICH Management

Committee
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On June 4, 2024, the plenary session of the
International Council for Harmonisation of
Technical Requirements for Pharmaceuticals
for Human Use (ICH) was held in Fukuoka,
Japan, at which the National Medical Products
Administration (NMPA) was elected as a
member of the ICH Management Committee
for the third time. ICH is an international
organization that formulates and coordinates
for the R&D and
registration of new drugs in different countries.
The NMPA joined the ICH in 2017 and was
elected as a member of the ICH Management
Committee twice in 2018 and 2021. Being
of the ICH

Management Committee for the third time this

the technical standards

re-elected as a member

year indicates that China is in line with the

international rules in new drug R&D and

registration technical standards, and that the

internationalization ~ process of  drug

administration ~ has  been recognized
internationally. It also signifies a significant
enhancement of China's voice in international
organizations.

Going forward, the NMPA will adhere to the
development directions of being scientific,
legalized, internationalized, and modernized. It
will actively participate in the international
coordination of ICH topics, continue to
promote the alignment of domestic drug review
standards to international ones, and make every
effort to boost the new drug R&D in China,
driving China's transformation from a big
pharmaceutical manufacturing country to a

powerful one.

(June 20, 2024)

Sulbactam Sodium for Injection/Durlobactam Sodium for
Injection (co-packaged) Approved for Marketing by China

NMPA

Recently, the Category 1 innovative drug,
Sulbactam Sodium for Injection/Durlobactam
Sodium for Injection (co-packaged) (trade
2R/ XACDURO)

Therapeutics, Inc. is approved for marketing

name: of  Entasis
through the priority review and approval
procedure by China NMPA. This drug is
indicated for the treatment of hospital acquired
(HABP),

associated bacterial pneumonia (VABP) in

bacterial pneumonia ventilator

patients 18 years of age and older caused by

susceptible  isolates of  Acinetobacter
baumannii-calcifaciens acetate complex.

This product is a combination packaged
product containing both sulbactam sodium for
sodium for

injection and durlobactam

injection.  Sulbactam is a  f-lactam
antimicrobial and Ambler A serine $-lactamase
inhibitor

diazabicyclooctane, non-f-lactam B-lactamase

while dulobactam is a

inhibitor that protects sulbactam from

degradation by B-lactamase. The marketing of
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this drug provides a new treatment option for
patients with HABP and VABP caused by
of the Acinetobacter

susceptible isolates

baumannii-calcium acetate complex.

(May 20, 2024)
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Ivonescimab Injection Approved for Marketing by China

NMPA

Recently, the Ivonescimab Injection (trade
name: XiA77) of Akeso Inc. is approved for
marketing through the priority review and
approval procedure by China NMPA. This
product, in combination with pemetrexed and
carboplatin, is indicated for the treatment of
patients with locally advanced or metastatic
non-squamous non-small cell lung cancer
(NSCLC) who are positive for EGFR gene
mutation and have progressed after treatment
with epidermal growth factor receptor (EGFR)
tyrosine kinase inhibitors (TKI).

As a humanized bispecific antibody of IgG1

subtype binding human vascular endothelial

growth factor-A (VEGF-A) and programmed
death protein-1 (PD-1), Ivonescimab Injection
exerts anti-tumor activity by simultaneous
binding to VEGF-A and PD-1 to competitively
block the interaction of VEGF-A and PD-1 with
their ligands. The marketing of this drug

provides a new treatment option for patients.

(May 24, 2024)
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Rilertinib Mesylate Tablets

Approved for Marketing by

China NMPA

Recently, the Category 1 innovative drug
Rilertinib Mesylate Tablets (trade name: <
7») of Nanjing Sanhome Pharmaceutical
Limited Company is approved for marketing
by China NMPA. This drug is indicated for the
treatment of adult patients with locally
advanced or metastatic non-small cell lung
(NSCLC) who have experienced
disease progression during or after previous
with

cancer

treatment epidermal growth factor
receptor (EGFR) tyrosine kinase inhibitors
(TKI) and have been confirmed by testing to be

positive for the EGFR T790M mutation.

Rilertinib is an EGFR kinase inhibitor. The
marketing of this drug provides a new
treatment option for NSCLC patients.

(June 17, 2024)
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Envonalkib Citrate Capsules Approved for Marketing by

China NMPA

Recently, the Category 1 innovative drug
Envonalkib Citrate Capsules (trade name: %%

) of Chia Tai Tianging Pharmaceutical

Group Co., Ltd. is approved for marketing by
China NMPA. This drug is indicated for the
treatment of patients with ALK-positive locally
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advanced or metastatic non-small cell lung
cancer (NSCLC) who have not received
treatment with anaplastic lymphoma kinase
(ALK) inhibitors.

Envonalkib Citrate Capsule is a tyrosine kinase

receptor inhibitor. The marketing of this drug

provides a new treatment option for NSCLC
patients.
(May 20, 2024)

Insulin icodec Injection Approved for Marketing by China

NMPA

Recently, the insulin icodec injection (trade
name: %5 A H/Awiqli) of Novo Nordisk A/S is
approved for marketing by China NMPA. It is
indicated for the treatment of adults with type 2
diabetes.

As a novel long-acting insulin analog, insulin
icodec can reversibly bind to albumin, form a
reservoir in the circulatory system and release
slowly and continuously. The hypoglycemic
effect of insulin icodec was evenly distributed
over a one-week administration interval, and
the duration of the hypoglycemic effect could

be covered over a one-week period at clinically

relevant dosage.

The marketing of this drug provides a new
treatment option for adult patients with type 2
diabetes.

(June 24, 2024)

Cofrogliptin Tablets Approved for Marketing by China

NMPA

Recently, the Category 1 innovative drug
Cofrogliptin Tablets (trade name: f51&°F) of
Haisco Pharmaceutical Group Co., Ltd. is
approved for marketing by China NMPA. It is
indicated for improving the blood glucose
control for adult patients with type 2 diabetes.
Cofrogliptin, a dipeptidyl peptidase 4 (DPP-4)
inhibitor, can inhibit DPP-4 activity and
increase the plasma concentration of
glucagon-like peptide-1 (GLP-1) and glucose
dependent insulin-like polypeptide (GIP) to

reduce blood glucose by increasing insulin

release in a glucose dependent manner and
decreasing glucagon. The marketing of this
drug provides a new treatment option for adult

patients with type 2 diabetes.

(June 24, 2024)
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Golidocitinib Capsules Approved with Conditions for

Marketing by China NMPA

Recently, the Category 1 innovative drug
Golidocitinib capsule (trade name: /=% ) of

Dizal (Jiangsu) Pharmaceuticals Co. Ltd. is

approved with condition for marketing through
the priority review and approval procedure by
China NMPA. This drug is indicated as a single
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agent for adult patients with relapsed or
refractory peripheral T-cell lymphoma (r/r
PTCL) who have received at least one line of
systemic treatment.

As a JAKI1 inhibitor, Golidocitinib inhibits
tumor cell proliferation by blocking the Janus
kinase/signal transducer and activator of
transcription (JAK/STAT) protein pathway and
STAT3

inhibiting phosphorylation  and

corresponding signaling in tumor cells. The
marketing of this drug provides a new
treatment option for adult patients with r/r
PTCL.

(June 24, 2024)
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Bevifibatide Citrate Injection Approved for Marketing by

China NMPA

Recently, the he Category 1 innovative drug
Bevifibatide Citrate Injection (trade name: U1
1% T/BETAGRIN) of Bio-Thera Solutions,
Ltd. is approved for marketing by China
NMPA. This drug is indicated for patients with
acute coronary syndrome who undergo
percutaneous coronary intervention (including
intracoronary stenting) to reduce the risk of
acute occlusion, and in-stent thrombosis, as
well as the occurrence of no reflow and slow
flow.

Bevifibatide peptide

GPIIb/Ila (also known as allbB3) receptor

citrate, a platelet

antagonist, inhibits platelet aggregation by

preventing the binding of fibrinogen, von
Willebrand factor, and other adhesive ligands
from binding to platelet GPIIb/Illa receptors.
The marketing of this drug provides a new
antithrombotic treatment option for patients

with acute coronary syndrome who require PCI

treatment.

(July 02, 2024)

Fultagliptin Benzoate Tablets Approved for Marketing by

China NMPA

Recently, the Category 1 innovative drug
Fultagliptin Benzoate Tablets (trade name: 155
3771) of Shenzhen Salubris Pharmaceuticals
Co., Ltd. is approved by China NMPA. This
drug is indicated for improving the blood
glucose control for adult patients with type 2
diabetes.

Fultagliptin Benzoate, a dipeptidyl peptidase 4
(DPP-4) inhibitor, can inhibit the activity of
DPP-4, and reduce the hydrolysis of incretin
hormones by DPP-4, thereby increasing the
plasma concentration of active glucagon-like
peptide-1 (GLP-1) and glucose dependent
insulin-like polypeptide (GIP). It increases the

release of insulin in a glucose dependent
manner and decreases glucagon to reduce
blood glucose. The marketing of this drug
provides a new treatment option for adult

patients with type 2 diabetes.

(July 04, 2024)
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Fulzerasib Tablets Approved with Conditions

for

Marketing by China NMPA

Recently, the Category 1 innovative drug
Fulzerasib Tablets (trade name:A{14F) of
Innovent Biologics, Inc. is approved with
condition for marketing through the priority
review and approval procedure by China
NMPA. This drug is indicated for adult patients
with advanced non-small cell lung cancer
(NSCLC) carrying the Kirsten rat sarcoma

Medical device

viral oncogene (KRAS) G12C mutation who
have received at least one systemic treatment,

providing new treatment options for patients.

(August 21, 2024)

Tendvia™

Pulmonary Artery Thrombectomy System
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Approved for Marketing

Recently, the innovative product Tendvia™
Pulmonary Artery Thrombectomy System of
Shanghai Tendfo Medical Device Co., Ltd. is
approved by China NMPA.

The Tendvia™ Artery
Thrombectomy System contains two parts: a

Pulmonary

pulmonary artery thrombectomy device and a
thrombus aspiration catheter. The pulmonary
artery thrombectomy device is coaxially
assembled from a delivery sheath and a push
tube with a self-expanding mesh basket
structure; the thrombus aspiration catheter
consists of an aspiration catheter, a catheter core
and an aspirator. This device is indicated to be
used for transcatheter thrombectomy in acute
high-risk

intermediate-risk

pulmonary embolism or

pulmonary embolism
accompanied by clinical deterioration under one

of the following circumstances: patients with

thrombosis in pulmonary artery trunk or main
branch who have a high risk of bleeding or
contraindication to thrombolysis; and patients
with thrombi in the main pulmonary artery or
major branches and who have not responded to
thrombolysis or active medical treatment.

This product is the first Pulmonary Artery
Thrombectomy System for interventional
China.

thrombolysis, this product reduces the use of

treatment  in Taking mechanical
thrombolytic drugs and provides a treatment
option for patients with contraindications to
thrombolysis.

The NMPA will strengthen the post-marketing
surveillance of the product to protect the safety
of medical devices used by patients.

(May 31, 2024)

Transjugular Intrahepatic Puncture Device Approved for

Marketing

Recently, the innovative product “transjugular
intrahepatic puncture device” of Beijing Ailin
Medical Technology Co., Ltd. is approved for
marketing by China NMPA.

The transjugular intrahepatic puncture device
contains a stylet needle, a puncture cannula, a
guide, an inner guiding tube, an outer sheath
tube,a long dilator, and a short dilator. The product
is sterilized by ethylene oxide and is intended for
single use. It is used for transjugular intrahepatic
portosystemic

puncture  in  intrahepatic

portosystemic shunt to reduce portal pressure.

This

metal-integrated flexible needle, which is easy

product has pioneered the
to puncture and difficult to deform. The first
application of the variable diameter technology
has further improved the overall puncture
performance of the product and reduced
puncture trauma. The first application of the
hydrophilic coating technology on transjugular
puncture instruments has reduced the pushing
resistance and improved the pushing
performance of the product. This product can

enhance the efficiency of surgery, reduce
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complications to a certain extent, and improve
safety.
The NMPA will strengthen the post-marketing

surveillance of the product to protect the safety of

medical devices used by patients.
(May 31,2024)

Disposable Radiofrequency Atrial Septal Puncture Needle

Approved for Marketing

Recently, the innovative product Disposable
Radiofrequency Atrial Septal Puncture Needle
of Hangzhou Nuosheng Medical Technology
Co., Ltd. is approved for marketing by China
NMPA.

The Disposable Radiofrequency Atrial Septal
Puncture Needle consists of a catheter with a
radiofrequency puncture electrode tip and a
control handle. It is used in conjunction with
the radiofrequency generator and the steerable
catheter sheath produced by the same company
via the femoral vein approach. It is indicated
for patients who are planned to undergo
interventional treatment in the department of
cardiology through the transseptal puncture
route. It helps to perform atrial septal puncture
from the right atrium to the left atrium and
establish a passage between them, facilitating
the smooth entry of subsequent interventional
treatment devices into the left atrium.
Compared with traditional mechanical atrial

septal puncture products, this product uses
radiofrequency energy for puncture, requiring
less mechanical force and making the puncture
process more controllable. The distal end is
made of a flexible and bendable material.
When used in combination with other
adjustable devices, it can precisely adjust the
angle to reach the target tissue and avoid
causing damage to non-target tissues. The
outlet of the fluid channel is closer to the
electrode tip, making the puncture more
precise and safer. The handle is equipped with
an energy control switch, which has a shorter
response time than a foot pedal switch, thus
improving the success rate and safety of atrial
septal puncture surgeries.

The NMPA will strengthen the post-marketing
surveillance of these products to protect the
safety of medical devices used by patients.

(June 12, 2024)
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Auxiliary Diagnosis Software for Fundus Images of Fundus

Lesions Approved for Marketing

Recently, the Auxiliary Diagnosis Software for
Fundus Images of Fundus Lesions of Visionary
Intelligence Ltd. is approved for marketing by
China NMPA.

The Auxiliary Diagnosis Software for Fundus
Images of Fundus Lesions consists of a client
side and a server side. The server-side software
includes a user registration and login module, a
patient information management module, an
image automatic analysis module based on
deep learning algorithms (including an image
quality determination module and a fundus
multi-disease recognition module), a report
generation and management module, and a
system management module.

This product is the first auxiliary diagnosis
software for fundus images designed based on
multi-disease algorithms. Compared with
single-disease algorithms, this product can use
a single network model to determine whether

there are fundus abnormalities and then
identify multiple common fundus diseases.
This product can assist doctors in conducting
comprehensive examinations for various
fundus diseases. Compared with single-disease
auxiliary diagnosis products, it has a broader
scope of application, can further enhance the
diagnostic capabilities of common fundus
diseases in primary medical institutions,
encourages a wider range of people to receive
ecarly examinations, diagnoses and treatments,
reduce the occurrence of visual impairment and
blinding diseases, and lower the social burden
brought by related diseases.

The NMPA will strengthen the post-marketing
surveillance of these products to protect the

safety of medical devices used by patients.

(June 19, 2024)
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Cryoablation Apparatus Approved for Marketing ————

Recently, the innovative product Cryoablation
of Shanghai Antaike Medical
Technology Co., Ltd. is approved for
marketing by China NMPA.

This product consists of a main unit, a gas

Apparatus

extension tube and a balloon catheter tail wire.
It is used in combination with specific
balloon-type cryoablation catheters for the
treatment of drug-refractory, recurrent and
symptomatic paroxysmal atrial fibrillation in
adult patients.

Compared with similar domestic and foreign
products that have been marketed in China, the
technologies of "adjustable cooling capacity"

and "rewarming reminder" used in this product

are pioneering. The "adjustable cooling
capacity" technology can monitor the freezing
temperature in real time and reduce damage to
adjacent tissues on the basis of ensuring the
effect of

“rewarming reminder” technology can reduce

cryoablation  treatment. The

clinical and operational risks such as
myocardial damage to patients caused by
premature balloon retraction and difficulties in
inserting the balloon into the sheath.

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

of medical devices used by patients.

(Tuly 08, 2024)

FARAWAVE Pulsed Field Ablation Catheter and FARASTAR
Pulsed Field Ablation Generator System Approved for

Marketing

Recently, the innovative products FARAWAVE
Pulsed Field Ablation Catheter and
FARASTAR Pulsed Field Ablation Generator
System of Farapulse, Inc. is approved for
marketing by China NMPA.

The FARAWAVE Pulsed Field Ablation
Catheter consists of a Pulsed Field Ablation
Catheter and a Catheter Connection Cable. The
FARASTAR Pulsed Field Ablation Generator
System consists of a pulsed electric field
ablator, a recording module, and accessory
cables. These two products are used in
combination  for the  treatment  of

drug-refractory, recurrent and symptomatic

paroxysmal atrial fibrillation in patients.

The product utilizes the principle of the
non-thermal effect of the pulsed electric field to
treat atrial fibrillation. It can achieve the
selective destruction of myocardial tissue and
avoid the risk of damage to surrounding tissues
caused by heat transfer.

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

of medical devices used by patients.
(July 08, 2024)
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China's Medical Device Standards Reach 1978 in Total

RFHRBMGRt Ef ———

R, ERGREEEESIET LER
NRETRHRARA S RIFER eI m
AR,

ZrmBEN. SAEKENKESER
AN, SHERBRRFHMSERSHE
M, BFRAREDYMESEHE. SR, ER
MERIPE R B EATT o

BRFEXEE LHHNER. JEZE~
fm, ZrRERNCOLETE SRR K
AREFECM, “REWA BRSNS
RBE, ERIERQRERIETZURE ER
DY IGEBRIRG, “SIRIEEE" BRI LA
{RIRAIE BRI RV BE DR, BREA
FHEES IR RFRIE RS

Zm B SR S IRIZ T @ LR
&, RIPRERMEZ.

(2024-07-08)

— IR /O BK P BB 17 H R
SEMO KT EIZHBARS
Rtk £

EH, BRAmEEEEBIET ENE
IRERMBMIRAE (FARAPULSE,Inc.) “—IX
M F/CABEBK O BB 37 S R S B A /O I RK O ER
HERRR B RS,

— R F O BREBK T BB 17 E R S & B/ OV
B ER S EN S EEEBEMN, O
Bkt et R R A R R BB RY . BRI
R MR LEER . ERWA T RESER,
RATFRELYERNE. SR, ERENER
MR EATT .

% m ) F Bkt BB 17 B AR N (R IR AT
FBEUATT, SISEIXONARRIIEFEIRIR,
BREERESHNABARRMHEXIE,

Zm s B BRI SRR M LR
g, RiPRERWMEZ.

(2024-07-08)

FEETT 5 tminEDIX1978IR

In recent years, the standardization work of
medical devices in China has thoroughly
implemented General Secretary Xi Jinping's
"four  strictest requirements",  earnestly
National ~Standardization
Development Outline and the 14th Five-Year
Plan for National Drug Safety and High-Quality

Development, and accelerated the construction

implemented  the

of a medical device standard system oriented
towards new quality productivity, laying a solid
foundation for supporting scientific supervision,

facilitating high-tech innovation, promoting
high-level opening up, and leading high-quality
development.

Adhering to the overall planning of both
high-quality development and high-level safety,
the standard system has been continuously
optimized. The action plan for improving
medical device standards has been continuously
implemented, the working mechanism has been
innovated, the management system has been
improved, the optimization and evaluation of
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mandatory standards and the centralized review
of recommended standards have been fully
completed, a high-quality standard supply system
has been constructed, with a focus on supporting
the research and development of standards in
high-end and innovative fields such as artificial
intelligence medical devices and new biomedical
materials, and efforts have been made to fill the
gaps in standards in innovative fields. Up to now,
the number of medical device standards has
reached 1978, including 272 national standards
and 1706 industry standards; 269 mandatory
standards and 1709 recommended standards,
basically covering all professional and technical
fields of medical devices.

Adhering to the overall planning for the
simultaneous improvement of both quantity and
quality, the organizational structure of standards
has been continuously improved. With scientific
planning and rational layout, active efforts have
device

been made to establish medical

standardization technical organizations for
national strategic deployment and innovative
fields. Standardization organizations for medical
robots, artificial intelligence medical devices,
medical equipment industry and application, and
traditional Chinese medicine instruments have
been established successively. There are now 39
medical device standardization organizations in
total, basically forming a standard organization
system with horizontal to the edge, vertical to
the end, and vertical support.

Adhering to the mutual promotion of domestic
China's
international discourse power on standards has

and international standards,

been steadily enhanced. Attention has been paid
to establishing a scientific, reasonable and highly
efficient international standard transformation
mechanism. The consistency degree between
China's
international standards has reached 95%. Since
2023, two international standards led by China
have been successfully released, and the work of

medical device standards and

formulating and revising five international
standards has been progressing in an orderly
manner. International standards such as the
Artificial
device—Computer assisted analysis software

intelligence medical
for pulmonary images—Algorithm performance
test methods have been successfully established.
Two Chinese experts have been recommended
and elected as the chairman of IEC SC 62B and
the vice chairman of TC62 respectively, further
enhancing the international influence of China's
medical device standards.

In the next step, the NMPA will continue to
optimize the medical device standard system,
improve the efficiency of standard management,
deepen international exchanges and cooperation
on standards, accelerate the construction of a
medical device standard
towards new quality productivity and promote
high-quality development, give full play to the

system oriented

guiding, leading and fundamental roles of
standards, and provide strong standard technical
support for the high-quality development of
medical device supervision and industrial

innovation.

(July 09, 2024)
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* 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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