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SZE - CFDA /it 2017-05-31

http://www.sfda.gov.cn/WS01/CL0050/173273.html

5 H31H, EBXREMAMBBEEELREA (2016 FFEZ4 M EHRE ), A aFE
SCRR, R T 2016 AE 24 GG RIS S A R I B, M T &G A R I S A
AR RS . RN, 2016 R I R A R A ISR A . 240 GMP TAIIE
AL, 2500 GMP BREFRG & . RATRIE . HE 2 BEAMEF~BlpiG A . TRl A A DLW 2 4G
7 434 I, 2016 FHEFZAME TEAROTRE, KIALE WEG 08, A%
{5 7B AT N, (RS2 N e A B L Rk 2547 LB R TR TR R A AR
Rz ks T EEER.

AFrE S m i B AL

NESEE S BRI . FERENER, LRSS, @EETREET CXFENL”
2y A AR, XTBEALIE 1) 13 AT T ERERG A, PRI 2EmIR 3 A k2
24 HRZG 8 N, AARME 9O ANE X, A 4 AW, ELEN 69 %, X 3 R
MR T 35 WA UL IV I N A 7154 T A S AT A, R B IR 80 B iR 2 v 2K
AR Tk W B AR KU O AT T

H 2016 £ 1 H 1 Hil2, SRAHZHEZN GMPIEHIE, Xt 2016 2 i 4 ZHH
16 FINIE G, R85 205 GMP VIER B . ABGRIAE NUS AL —, B
Bk T 2008 S0k, BR&E RS ER SRS AR, Rk iae @ik, F
UEAIEARS 2 TAEfi & . 2016 4F 5 J5 %t M 4aF i8I 48 R 24 b IR 25 1) 21 ST B 24t A2 = Al
AT T EREAG A, RA LS RO AeE, R R R B RO AR R A

2016 4k R IR EH SN 2015 FE R E AT EA ST 10 K4k, 36 K (2EHIL 38
X AN, 25 F (I 26 ZO Ml A= k. 2015 4F R A AE I 32 FA
AT T ERERKGAY, X 67 SR RS AT CAnE R S . S0E R A S Ml
NEBRAATE: SRS EAT 1 ik 25 o 40 L 58 R R AT A 204 500K, ¢ 2015 A UG K2 13%.
AERRANE 12 K, REMERAAE 58 K. EEEAEDTF 12 FKekd, 2015 F5F
HIEA G ANA 5 5K, MOBEARBRARTE G FIA = Al 2 5K, B RS A=k 1 K. 9%
R A2 7 A A 7 4 R A i

204 AT A LRI 2271 S5BRFAIL, Horp ™ EERRG 22 T, EFEEREE 210 T, —MERRE
2039 Jii, 5 2015 4 GMP AIE. EREFKS A AR LU ™ ST ERE A H A AT in. £ X R & R I 58
H iR S RA I O 2T T AR EE, BRI ER T A AE (R 58 K WE), W
JOBiEER 13 KA, TR RSN LR T LA T IR /L R A AL, WS
kAL ¥ 5 A 6] .

AT R AL E S A TUE

2016 R RIS S A A AL RATRE S 39 Ik, s 9 A A Ak, 20

3



v [ G B R 24 P IR AT PR il

!ﬂlﬁﬁ China Pioneer Pharma Holdings Limited

Ky Al 9 SO IE A S 2 i AR P AL K 1 SR AR Ak, R 14 4k
BT 24,5 GMP AIEFS, 10 FARMVA L SR, 7 S A A il ™ ol e 574 44 1l

2016 £F & Jay Bl 3 AL LB T RS AL BT N E T IR e R IR 20 AT R &4 X 30
NE ) 50 KR VEAT ATARE, XA ILA SR AT 9 38 R Alk Ak il 7 T P
WG, JRESRE R AL

FEXS gt A Al AT R A T, P2 AN AR A2 R B 1) U 22 o A AR 2 A 7= Al
HABRTZMP . Uy VRS BREL, B0 N LA A AR 25 5 aMP 2
SR AL R B B TS5, 2O et SRS AL, R DIk Omxs AT
R R B 1) AEEAT T AR

2] oA

2016 FiE O 25 R AME B AKIH SR T RS S P a b ORfe i Rl & . A2 AT 55 Bl
FhATh . B2 SRR i, ORI () AE AR 25 . 2016 S REEAME S5 2L 19
AMNEZK, B R IEE RN RoR R EZ, [RS8 PR RPN & 71)% . 2016
FHTER 15 MM TS, 3 N, AR AT E . AR R I
B 127 T50, A mEEREE 3 T, - EERKG 18 T, [ EAE R RS H] S R RE .
BERGE, BHEEEH; M E G BN T8 — 80 DL nT S A5 ) . xS B4
o 25 R B i) A AR E AR EAT T A3

2016 34 5 T [ AR HURA Bk I PR 2 2 45 70 3 L F 1A 24 i GMIP ARG 25 110 W 452 T4 81
FIK, WA 76 K, HHi KRJFRIZ IR At 62 ik, 2905 A 69%, KL
AR IH K . MG TR S R AN (WHO) 45 12 /N bR 2R el [ AR B HLA . H:
H 9 KAV AT R I BRI, R TS ) RO R

T2, BRI 2017 FE KA AR SE, AP REAE AT,
TR, 2B R G .

2017 “EE R 2] SR v RIGEAE « DLXS N EEA, DA 2R TR, sl RO B 1
R i) G A, RHCCRUBENL S “BELE 2RO, X 466 FKA AR AT A,
AFRIREF R T A 2 Al 316 K. “RUBEHL” R A & 284 7= Ak 150 K. A A B S A T R I
W S A P Al B AR BRI R AN A AT AN RSO I R A ) P AN R A
FAE AR PR A, SRS A AN I I BB RS A AR 5 T R XU A A
H AR A, DA R A 7] DS 25 3 AR it e S it 4 2 XU LA PR35 2 rR 2 R, AR
12, A8 R 23 B R A 7 AL 55 o (R I 2 4R SR G 2 i AR 7= L s IR T T R RAT R A .



v [ G B R 24 P IR AT PR il

China Pioneer Pharma Holdings Limited

2. BRRTEESEMHAERR I M HRRRENBRASE (2017 F
%69 5)
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http://www.sfda.gov.cn/WS01/CL0O087/173397.html
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http://www.sfda.gov.cn/WS01/CL0845/173280.html
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SKJR: CFDI 2017 %F 06 H 01 H
http://www.cfdi.org.cn/resource/news/8945.html
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KH: CFDA 2017-06-07
http://www.sfda.gov.cn/WS01/CL0051/173561.html
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http://www.sfda.gov.cn/WS01/CL1747/173507 .html
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W YOH BUFEREOR TR E 5504, 7 T @50, EARRIGH DL AT AIE A A B
MR Z )5, FEASEWRA 25 i R B S R A, 25 A0Rs T S0 ™A () 45 e 1, el
AR TR A .

WRAE 25 i BVERE , T2 AE =k, b prfEhss . HR X, BRI AR
A 24 B BRI HE I Ry (AR VR AT E ). T8 (G ah AP VRl iE) B, ANMSA™
Lyt 24 A7 ALl 2B SR ] 55 58 24 it M B A BT I A 24 i i BRIE AR 2 1) (24 b 27 iR
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10. BREBEITA|E R “TEHFAK” EF
KiH: CFDI  2017-06-08
http://www.cfdi.org.cn/resource/news/8972.html

KR EAETT T BRI 25 31518 0169 T “VESTH/K”, FHHLTF 2017 5 4 A AR

ZIETROEOT 1 R SCVER 2R RNETES FK O 7B ™ F8 Z0K, fir
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11. Regulatory guidance for industry to prepare for the UK’s withdrawal from
the EU

http://www.ema.europa.eu/ema/index.jsp?curl=pages/news and events/news/201705/news d
etail 002757.isp&mid=WC0b01ac058004d5cl

EMA and the European Commission publish first in a series of Q&As for companies

The European Medicines Agency (EMA) and the European CommissionExternal link icon have
published guidance to help pharmaceutical companies to prepare for the United Kingdom's
withdrawal from the European Union. The guidance relates to both human and veterinary
medicines.

The questions-and—answers document concerns information related to the location of
establishment of a company in the context of centralised procedures and certain activities,
including the location of orphan designation holders, qualified persons for pharmacovigilance
(QPPVs) and companies’ manufacturing and batch release sites.

EMA is preparing a series of further guidance documents which will be published on its website
in due course. Companies are advised to regularly check EMA’s dedicated webpage on the
consequences of Brexit.

This first questions-and-answers document follows the publication of the European

Commission/EMA notice to marketing authorisation holders of centrally authorised medicines for
human and veterinary use on 2 May 2017.
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12. FDA requests removal of Opana ER for risks related to abuse

Today, the U.S. Food and Drug Administration requested that Endo Pharmaceuticals remove its
opioid pain medication, reformulated Opana ER (oxymorphone hydrochloride), from the market.
After careful consideration, the agency is seeking removal based on its concern that the benefits
of the drug may no longer outweigh its risks. This is the first time the agency has taken steps to
remove a currently marketed opioid pain medication from sale due to the public health
consequences of abuse.

“We are facing an opioid epidemic — a public health crisis, and we must take all necessary steps
to reduce the scope of opioid misuse and abuse,” said FDA Commissioner Scott Gottlieb, M.D.
“We will continue to take regulatory steps when we see situations where an opioid product’s
risks outweigh its benefits, not only for its intended patient population but also in regard to its
potential for misuse and abuse.”

The FDA’s decision is based on a review of all available postmarketing data, which demonstrated
a significant shift in the route of abuse of Opana ER from nasal to injection following the
product’s reformulation. Injection abuse of reformulated Opana ER has been associated with a
serious outbreak of HIV and hepatitis C, as well as cases of a serious blood disorder (thrombotic
microangiopathy). This decision follows a March 2017 FDA advisory committee meeting where a
group of independent experts voted 18-8 that the benefits of reformulated Opana ER no longer
outweigh its risks.

Opana ER was first approved in 2006 for the management of moderate-to-severe pain when a
continuous, around-the-clock opioid analgesic is needed for an extended period of time. In 2012,
Endo replaced the original formulation of Opana ER with a new formulation intended to make the
drug resistant to physical and chemical manipulation for abuse by snorting or injecting. While the
product met the regulatory standards for approval, the FDA determined that the data did not
show that the reformulation could be expected to meaningfully reduce abuse and declined the
company’s request to include labeling describing potentially abuse-deterrent properties for
Opana ER. Now, with more information about the risks of the reformulated product, the agency is
taking steps to remove the reformulated Opana ER from the market.

“The abuse and manipulation of reformulated Opana ER by injection has resulted in a serious
disease outbreak. When we determined that the product had dangerous unintended
consequences, we made a decision to request its withdrawal from the market,” said Janet
Woodcock, M.D., director of the FDA’s Center for Drug Evaluation and Research. “This action will
protect the public from further potential for misuse and abuse of this product.”

The FDA has requested that the company voluntarily remove reformulated Opana ER from the
market. Should the company choose not to remove the product, the agency intends to take steps
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to formally require its removal by withdrawing approval. In the interim, the FDA is making health
care professionals and others aware of the particularly serious risks associated with the abuse of
this product.

The FDA will continue to examine the risk-benefit profile of all approved opioid analgesic
products and take further actions as appropriate as a part of our response to this public health
crisis.

The FDA, an agency within the U.S. Department of Health and Human Services, promotes and
protects the public health by, among other things, assuring the safety, effectiveness, and security
of human and veterinary drugs, vaccines and other biological products for human use, and
medical devices. The agency also is responsible for the safety and security of our nation’s food
supply, cosmetics, dietary supplements, products that give off electronic radiation, and for
regulating tobacco products.
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13. FDA expands use of Sapien 3 artificial heart valve for high-risk patients

https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm561924.htm

The U.S. Food and Drug Administration today approved an expanded indication for the Sapien 3
Transcatheter Heart Valve (THV) for patients with symptomatic heart disease due to failure of a
previously placed bioprosthetic aortic or mitral valve whose risk of death or severe complications
from repeat surgery is high or greater.

"For the first time, a regulatory agency is approving a transcatheter heart valve as a valve-in-valve
treatment when bioprosthetic mitral or aortic valves fail in patients who are at high or greater
risk of complications from repeat surgery," said Bram Zuckerman, M.D., director of the division of
cardiovascular devices at the FDA’s Center for Devices and Radiological Health. "This new
approval offers U.S. patients with failing surgical bioprosthetic aortic or mitral valves a
less-invasive treatment option."

A bioprosthetic aortic or mitral valve may fail over time due to stenosis, when the valve narrows
and causes the heart to work harder to pump blood, regurgitation, when the valve does not close
completely and blood leaks backwards, or a combination of both. Treatment would normally
require repeat open heart surgery, which causes a high or greater risk of complications for certain
patients.

The FDA originally approved the Sapien 3 THV for transcatheter aortic valve replacement (TAVR)
as an alternative option to surgical aortic valve replacement for patients with native aortic
stenosis whose risk for death or severe complications from surgery is high or greater. In 2016, the
FDA expanded the approved the TAVR indication for Sapien 3 THV to include patients who are at
intermediate surgical risk for death or complications. Today, the FDA is the first to approve an
expanded use of the Sapien 3 THV as a valve-in-valve treatment. Valve-in-valve procedures offer
an alternative to repeat surgery, since the replacement valve is inserted inside the failing surgical
bioprosthetic valve through a patient’s blood vessel or a small cut in a patient’s chest.

The FDA evaluated data from the Transcatheter Valve Therapy Registry, a partnership of the
American College of Cardiology and the Society of Thoracic Surgeons. The registry collects clinical
data on the safety and effectiveness of transcatheter valve replacement procedures performed in
a real world setting. The outcome data used to support the marketing application consisted of
314 patients who had undergone aortic valve-in-valve procedures and 311 patients who had
undergone mitral valve-in-valve procedures.

The registry data showed that more than 85 percent of patients who underwent aortic or mitral
valve-in-valve procedures experienced clinically meaningful improvement in their heart failure
symptoms 30 days after the procedure, as shown by their New York Heart Association (NYHA)
Classifications. The NYHA Classification is a common classification system by which heart failure
symptoms are rated. In both aortic and mitral valve-in-valve patients, the observed mortality
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rates were substantially lower than the expected mortality rate for repeat surgery.

The Sapien 3 THV should not be used in patients who cannot tolerate medications that thin the
blood or prevent blood clots from forming or have an active infection in the heart or elsewhere.

Patients who receive the Sapien 3 THV face potential serious complications from the device or
implantation procedure, such as death, stroke, respiratory failure, heart failure, kidney failure and
bleeding.

As part of the approval, the manufacturer will participate as a stakeholder of the Society of
Thoracic Surgeons/American College of Cardiology Transcatheter Valve Therapy Registry to
ensure FDA surveillance for the device over the next five years.

The FDA granted the approval of Sapien 3 THV to Edwards Lifesciences LLC.

The FDA, an agency within the U.S. Department of Health and Human Services, promotes and
protects the public health by, among other things, assuring the safety, effectiveness, and security
of human and veterinary drugs, vaccines and other biological products for human use, and
medical devices. The agency also is responsible for the safety and security of our nation’s food
supply, cosmetics, dietary supplements, products that give off electronic radiation, and for
regulating tobacco products.
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14. It's Official: New FDA Head Confirmed

May 10, 2017

By Alex Keown, BioSpace.com Breaking News Staff

%i}?\‘:
http://www.biospace.com/News/its-official-new-fda-head-confirmed/455808/source=TopBreakin
g

WASHINGTON — Scott Gottlieb is returning to the U.S. Food and Drug Administration as its new
chief. On Tuesday, the U.S. Senate voted 57 to 42 to confirm Gottlieb, who was selected to helm
the regulatory agency by President Donald Trump in March.

For the pharma industry Gottlieb, 44, was the most popular choice to helm the regulatory agency
due to his knowledge of the FDA, as well as his understanding of the pharma industry through his
professional connections and ties. But, it was those GlaxoSmithKline (GSK) or consulting work for
Daiichi Sankyo and Novo Nordisk (NVO) that caused some members of the Senate to oppose his
nomination. U.S. Sen. Patty Murray, a Washington Democrat, told the Washington Post that his
“unprecedented industry ties” will create a bias in the way he runs the administration.

“He has not convinced me he can withstand political pressure from this administration, or that
he will be truly committed to putting our families’ health first,” Murray told the Post.

Other Democratic senators, Edward Markey of Massachusetts and Maggie Hassan of New
Hampshire, were critical of Gottlieb’s earlier oppositions to risk evaluation and mitigations
studies conducted by the FDA, the New York Times reported.

Despite those concerns, Gottlieb had plenty of support from Republican leadership, including
Majority Leader Mitch McConnell, R-Ky., who said Gottlieb is committed to the development of
groundbreaking treatments in healthcare, the Times said.

Gottlieb served several years at the FDA and has a strong understanding of the agencies role.
From 2003 to 2004, Gottlieb was a senior adviser to the FDA commissioner and then the agency’s
director of medical policy development. In 2004, Gottlieb took on a role as senior adviser to the
Centers for Medicare and Medicaid Services. And then from 2005-2007, he served as the FDA's
deputy commissioner for medical and scientific affairs.

Gottlieb earned his medical degree from Mount Sinai School of Medicine and holds a bachelor’s
degree in economics from Wesleyan University. He is currently a venture partner at New
Enterprise Associates and resident fellow at the American Enterprise Institute, a conservative
think tank.

In previous writings, Gottlieb has called for reforming the rules for the approval of generic drugs.
Based on previous remarks and writings, Gottlieb has called for streamlining the FDA’s process for
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approving drugs with the FDA’s breakthrough therapy designation. Gottlieb has also been a
proponent of publishing Complete Response Letters, which would prevent drug companies from
distorting or concealing why a drug was rejected. Gottlieb is expected to encourage increased
flexibility in clinical trial development. That will be made easier thanks to the signed into law by
former President Barack Obama on Dec. 13. The Cures Act paves the way for streamlining FDA
reviews of new medicines.

Additionally, Gottlieb has also been critical of the FDA when it comes to the slowness of
approving new drugs, suggesting the agency is overly risk-adverse.

Now that he has been confirmed, Gottlieb will divest himself of holdings in the pharma industry,
as well as other businesses the FDA has oversight. Gottlieb’s financial disclosure letter provided to
the Health and Human Services counsel for ethics provides a comprehensive look at his role in
the pharma industry. In his letter, Gottlieb said he would recuse himself for one year from any
decisions the FDA may become involved with that would involve those companies, unless he is
provided a waiver.
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15. FDA Approves Genentech’s Actemra (Tocilizumab) for Giant Cell Arteritis
SKIE: Monday, May 22, 2017
https://www.gene.com/media/press-releases/14667/2017-05-22/fda-approves-genentechs-actem

ra-tocilizu

Genentech, a member of the Roche Group (SIX: RO, ROG; OTCQX: RHHBY), announced today that
the U.S. Food and Drug Administration (FDA) has approved Actemra® (tocilizumab) subcutaneous
injection for the treatment of GCA, a chronic and severe autoimmune condition. Actemra is the
first therapy approved by the FDA for the treatment of adult patients with GCA. This is the sixth
FDA approval for Actemra since the medicine was launched in 2010.

“Today’s FDA decision means people living with giant cell arteritis will, for the first time, have an
FDA-approved treatment option for this debilitating disease,” said Sandra Horning, M.D., chief
medical officer and head of Global Product Development. “With no new treatments in more than
50 years, this approval could be transformational for people with GCA and for their physicians.”

The approval is based on the positive outcome of the Phase Il GIACTA study evaluating Actemra
in patients with GCA. The results showed that Actemra, initially combined with a six-month
steroid (glucocorticoid) regimen, more effectively sustained remission through 52 weeks (56
percent in the Actemra weekly group and 53.1 percent in the Actemra bi-weekly group)
compared to placebo combined with a 26-week steroid taper (14 percent) and placebo combined
with a 52-week steroid taper (17.6 percent).1
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