@, EiR! Wolters Kluwer

AR SEAT
8 5M | ESfTil

f &
' ;.
. _ '




@. B 7 Wolters Kluwer

FFE%TCE &1 | ESGTLE—
ETHBMETEZRERERENRETE
i, BEWESELTIERSMEK
NERKERTT .

HNEARW. EramblSEST
NB=KERH, BEEHRETL, &5

EMERGIEM, ESEEER RNET
KRR, EEERIPIEFUE, BAOESD
Tkl 2GR, BIENXTEEX,

EGTI - SMBERG R

o FUEE, £HRE, ﬁ%*%@

Esiah | O vmm Crames wna L2 ] b ]

% WEEE WM AELF WS




o SHEHTURRACIWERREEEES, EFAESK

= G

EAEW Ers sl ErsHA

« kAR

i+
a2

2N

ASERETZREM BEENMCE R=ZHEMEIRE

ESNEEIEE REWHEBSR™ [TSEM

REWIILARE EBHTWIBIRE EZHE




@. B 7 Wolters Kluwer

WEMEESAE, BRNEHTISMER

o SABERER, SHMESEERENRS
FIE 15 LB I=BIheE, EEEEFE

B

- BEFABPIER. RENER. SRR, BieXEK, #HETH;
o HTHREXPR. TERLAT. #FIXH. AERAISSMELRMZR, BEERRENEZSHM;

« EEUREREE. RNBIZNTIXE, MERIITESENENTERE, KEESNERNLSER,
BEEHE N IEHISESIRIEREIFAN;

- BESMERANIADTF (BEXR. SRR, WBIF) BINEIRMEREF;
M +E1E¥\ﬁgq?§ﬂﬁb N %E1h$E$EH|J/EI u\?‘*ﬂ" /H?&?ﬁﬂﬁ@o

GWOIters Kluwer &-&8 | BT [ A&

n FARE. BECAESD
b, EFFEmel. EFN ' h—

ML RIESES SR, (EHRAFHRIFTRELR)

SR SR T R m-" ,h

HEMERIBARER

-,' iL..m
-

(EAHEWEERTIEELS)




" RELHEE. F=HERE.
FrEaMESHFRELE
B RlER. HRafgiR
FESHEMERR, =KX
SHF, BHEHEM—ih
]

SRANARER TEITEI BN S - MEWERHHAEE resRnRRRie

@ 8 E

ZR—HMIEE 2 ETEBrSEWERCE SERRSCESEEEE
! ' MRS

(EHTI EEMESHF)



. B} Wolters Kluwer

o TRRSRAGRASTRY, WALSES, BHAMES

‘Q&A| EARHEEHTIESREEE

R+ AERFIMARRIIREZETR
-HAEAREEHRSRREREES (IR
BmEMEERIER R
EFNBEEHSEBE: 109 MISEMER
-EIR AR R SRR

A RESETERAR

{EHTLEMSREFE K
BRI eERRIEES
-PEREIIEEHRIERS
- EAESTIT I AR BERR S R # RS2 Bl R 3= A
- BEEMET S MmN HE S AESI

‘Bm. Efr sl EHEER I SRS S

SRE

EIES

PR

- ER TR BT A BUATIER

- BT RS XS 510 E NN
TEATLRBROEHAREE S

- Z95EF PTE HIE T License-out MBI EFESR
- BATW T EEHXE

SEZ1TIL ESG A HER ESG M BRAARIRENA
- BT MR S IR ERRE
EHRERET L EEZEERSZ

- Efrdstt L SR E R R RS

- WV LIKERSIEIN R EE




+mn

MIFHERENEFRELR, UEHSBANEREIGIERN, CRSHEEHEXES,
EiE. =X

EHTITE T MER T SPTE RIS fEER

ABNAE:
AEEEREEEATUTEATIEIMNREANS, HXNEHDI (& MAH, CRO. CMO.
CDMO. CSO). EsFEMitdl (& MAH. CRO. CMO. CDMO. CSO) REFFHH=HKE1E,
DHIRTIREITA. MEBATKIE. RTABRESEEM, HBIFEWRIMESHEHEN, B
NERMERE].

- AHTHEN M8 GRARERRD M= LRiEe

@ G
s A S &
&
E RSkl T ﬁmm:§ O BN T SRR

———— ﬁﬂ.nnngjmmnn,
e

. o
ﬁ&%ﬁﬁﬂ%ﬁﬁiﬁg}%ﬁﬁ%

e
ﬁﬁiélﬂ?ﬁ%mﬁmg,ﬂ%ﬁ%\Eﬁﬁmxgﬁmm(ﬁ

ERtERG, RUTBFAIEINERRDEER, B
1B ARIE / 4RAEER R TR REE .

=t o DR WTH: R EIRER WS : SREER

- X2 -
) © X0

PR/ ErER/ ErRe O e AT IR WEGEGTTREES

HEHAM3NRER. BNEARFIRERRNFRESRIEE. FEEERRREE. TERE. TREE,. REeNRHIRETHIE.




@. EiR Wolters Kluwer

Wolters Kluwer
Smart Compliance for Pharmaceutical Industry




a@, EJZ*SI' Wolters Kluwer smart compliance for Pharmaceutical Industry

Smart Compliance for Pharmaceutical
Industry is launched by Wolters Kluwer Legal
Information Database to provide targeted
compliance solutions for the pharmaceutical
industry.

The product aims to serve pharmaceutical
companies, medical device makers and
medical institutions, and offers functions

like access to laws, regulations and cases,
addressing legal practical problems, providing
expert explanations and online Q&As, to help

companies do business in compliance with
related regulations and deal with operational
risks.
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Provide targeted information according to different types of companies in the pharmaceutical
industry, information service is more profound and efficient.

s N

Pharmaceutical Medical device Medical
enterprises enterprises institutions

» Enterprise portal

i+
a2

+~ Cover more clear and integral information guidelines in the whole life of an enterprise

Production Operation

OO O

Cover compllance reqmrements mg &Qess, compllance management and at
1 different development stages and tlons of ss operation and investment
* Business 6 Third party
practice guide Licensing & access Mgrketmg . summary of compliance
compliance guide regulatory rules
- management
Text of compliance Anti-commercial Advertising
rules bribery compliance compliance
" . . Marketing license Medical data
Bio-security :
Q holder compliance

E With instructions from our legal team with expertise in services to the pharmaceutical
industry, you can deal with compliance issues more professionally and confidently

Huang Jianwen Fu Changyu ! Zhou Lei Shen Tao
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All-round functions and resourceful content, your adviser in pharmaceutical business compliance

+~ Abundant information, all-round functions and columns

15 columns and functions offer smart services and resourceful content:

« Select useful information and quickly search information you need, timely update, smart link, bulk download;

« Unannounced inspection letters, letters of administrative punishment, ruling papers, typical cases and other official
documents are provided to help you grasp regulatory criteria and trends;

+ We collect profound and professional articles from industry experts to make systematic analysis of practical issues
and provide valuable practice guide;

+ We provide various tools (smart diagrams, smart decision-making and internal training assistant) to help you
improve work efficiency;

+ Our up-to-date industry news can help you grasp the development trend of the industry.
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m Summarize key compliance
issues in the business
processes of pharmaceutical

Summary of major compliance practices in the phase of research &
( f maj li ices in the ph f h
enterprises medical device development at pharmaceutical enterprises)

?

enterprises and medical

institutions, make in-depth

discussions of hot issues and

facilitate sound closed-loop

compliance management.

GEEL T

(Summary of major compliance practices in the phase of
business operation at pharmaceutical enterprises)



m Our compliance practice
assistants for anti-commercial

bribery, third party

management and advertising

o

include some valuable EmENE
resources like practice (Compliance practice assista @ nti-commercial bribery
in the pharmateutical industry)

report, template report on
internal training and hot issue
discussion, to provide one-

stop compliance solutions.
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(Compliance practice assistant for advertising in the pharmaceutical industry)
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E+ ~ The practice report can address your pain points and offer compliance guidelines

Hot topics

- Panoramic interpretation: anti-corruption action in the pharmaceutical industry
——~Correcting improper practices in the field of pharmaceutical purchasing
and marketing and medical services

- Regulatory guidelines: Summary of regulatory regulations in the field of
medicine and healthcare

- Directions for websites related to medical supervision
- Full analysis of medical professionals’ practice compliance

- Guidelines for special approval of medicines and devices
——A detailed explanation of the system for accelerating medicine listing
registration and medical device innovation review

- Practice manual for marketing authorization helder system

- Practice guide on legal risk control for stemcell enterprises

- 20 Q&AS to pharmaceutical R&D compliancerisks, dispute resolution and rights protection
- Legal and compliance guidelines/formedicinesdonation in China and abroad

- Monthly express on health and pharmaceutical

Practice reports

- 2023 Pan health industry’integrity and compliance cases and practice manual

- Review report on hot topics and typical cases of compliance policies in
pharmaceutical andhealthearesindustry 2022-2023

- Compliance.guidelines forlonline medical and pharmaceutical equipment sales
- New M&Aand compliance management practice manual for medical institutions

- Compliance guidelines for marketing and promotion business models of
pharmaceutical and medical device companies

‘China anti-eommercial bribery law enforcement report

Internal training
materials

- Antizbribery trends in the pharmaceutical industry, compliance points and
cooperation with government investigation suggestions

“Pharmaceutical anti-corruption and enterprise compliance risk prevention and control
- Key areas of anti-monopoly risk prevention in pharmaceutical industry
- Latest progress and hot topics of cross-border data transfer in pharmaceutical industry

- A-share comprehensive registration system and CSRC's new regulations on
overseas listing filing

- Common risks and negotiation strategies of life science technology (licensing in/
out) transactions

- Focus of Internet medical supervision and compliance guidelines
- Key points of compliance on human genetic resources for pharmaceutical enterprises

- Key points of compliance on product distribution and promotion of
pharmaceutical companies




Our smart risk screening tool can present diagrams in an easy and straightforward
manner to display multidimensional information and make your compliance work
more convenient and efficient

Smart diagrams on risk warning and prevention of administrative punishment in the
pharmaceutical industry

Content introduction:

The smart diagrams can remind pharmaceutical enterprises (Including MAH, CRO, CMO,
CDMO and CS0), medical device enterprises (Including MAH, CRO, CMO, CDMO and CSO)
and medical institutions of their risk behaviors, punishment reasons, punishment
details and reference cases. We also invite professional lawyers to explain how to avoid
administrative punishments and help you meet compliance requirements.
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Smart diagrams on a lls®a m|n| llcensmg matters to be approved by the
drug administration

Content introd u&@v \Q'

The smart d| s coverga nistrative licensing matters related to drugs, medical
devices a |cal in 'ons (Including medical personnel), and provide information
about how 0 handle se administrative licensing matters at key jurisdictions. Users

can pinpoint th;@ target jurisdiction to select a type of administrative licensing
matter and find ed information

R—g: ANSENRNER ETib S 0 ETH RNITEEIREE WS FRRER

t°) ‘.or 0‘: 1°b
6 B © &

iR/ T/ mr e T e A MO IEF R IEE R WETEFTEEAR

HEHAM3NRER. BNEARFIRERRNFRESRIEE. FEEERRREE. TERE. TREE,. REeNRHIRETHIE.




	行业智合规-医药-240229
	Add-on Module - Pharmaceuticals industrial compliance



