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V3.0 Section 1. Drug Discovery SECTION 1. i3
11 Unmet medical need; target compound / product profile and frameworks to build it. Target identification and validation. TUXY MATLAHALNZ =R 5 8=y MLEY - &R 707740 BEIL—LT—0 EE2Z2—47 v FDORITE EHEEE
Strategy, organisation and rationalisation of research including collaborations and co-development. The process of due RS M OSEB, HEAMAR - FR. 72TV VX BEFHED) 71 X008 - HH
12 diligence and in- and out-licensing
13 Consideration of intellectual property rights AHYBAEEME D IR FE & BRRROTE
14 The role of bioinformatics and artificial intelligence in drug discovery BIERICH T 2EBBRNE (NMAA4 > T7x7T 47 R) EATHEE (A) OER
15 The role pf medicinal chemistry, manufa}cturing and formulation in drug discovery. Dose form development. Made-to-order BISR BT AERS(S. 8 - SHIERETOAD] IR, E4FE & Hibals
) and on-site manufacture of pharmaceuticals
Receptor-based approaches (agonists and antagonists), enzyme inhibitors; genomics, proteomics, metabolomics. Other SEKICEOKK 7 A—F PO R Ty RIZR b, BEBEER S/ IR TATAIVR. AKXAROI TR,
therapeutic approaches: natural products, repurposing, drug delivery systems, drug-device combinations, antibody therapy, UEE P o« AEEESR 1) A0S o — s S e A ) s, o = SR || 4 AT DD
16 nanotechnology, nucleic acid therapies (antisense oligonucleotide therapy, RNA and DNA as medicines), vaccines, advanced Ot DRET 7 Ef TARER, VRV 3 1/ 7y BTy ITUNY //T(TA CEONESL i*’%ﬁ j{i"%%
therapies (gene editing, gene therapy, cell therapies, tissue engineering), stratified medicine, therapeutics for the microbiome |5, 7/ 72/ 0¥ — RNAIDNAZ AWRBEREEL (T FE Yy ABERY) | 77 F v BEER (7 / LiRE.
BETFARE MR E8I%) | BIMLER. v/ 704+ — LEERE
The general principles of translational medicine. Translational principles for: public health interventions such as vaccines; RSV RL—= a3 FAXTAoyO—BER ; 70 F v E2ETNREEIFE. COVID-19/8V T 3 v 775 & ORI AL B
17 pandemic situations such as the COVID-19 pandemic; product re-profiling. The translational development of microbiome- Fevkss O o . TN . _ s O . S N q
related products. EFRT. RO TAT7 740, BLURA AN/ F—LBEERRD T VAL — 3 FILRAREICE T 2R
18 Hit-to-lead, lead optimisation and candidate compound selection for further development Eyv MeEYL DY — KLY~ DERE. ) — FMtAYosEl., SR 3BEDL-HDEMILEMDRETE
In silico, in vitro and in vivo testing of new compounds including disease models (in vivo and in vitro) development and FRCAHOFME ; 4 > > VU a(insilico). 1 > E kA(invitro)H L VA >~ ER(invivo)RER : KEETIL (4 Y ERB LA
1.9
relevance LB R R) OB E T DL T
V3.0 Section 2.Development of Medicines: Planning SECTION 2. E¥EMABAH : & E
21 Sourcing and securing sufficient available finance before commencement of any project in medical product R&D ERUSHERE (R&D) 07/0Y 7 FEBRICLERESOFE LR
2.2 Resource planning; allocation of funding; budgeting and cost control mechanisms Yy —REHE ; BEED. FTEREMR. OAX N EBOGAL
Project management techniques: drug development plan, project teams, tools and decision-making from target product AV VEBFE: Z—7y FLRTAT 7ML (TPP) Do ARBBRBFRHEBIONTA 7HA ILTZ VA FETE
23 profile to registration dossier submission and lifecycle management B AN EESEELEOSEE. YOV FF—hOER. YL OER. BBEET Ok
2.4 Programme-planning in special populations - amongst others, elderly and incapacitated people BEEFICH U2 7077 LEH (EiECEEZHOALEEE)
Paediatric development planning, a. for products indicated primarily for paediatric patients and b. for products developed for |/\BE#ZBI%KHE ; a. FI/NEEZICHAINIEAZOF-OOE. b. KABITICERI N D /NBEEDEIRE
25 adults and requiring a paediatric investigation plan (PIP); orchestration of these parallel developments (PIP) HABAIBADIE. OBITERE ML, > — B S - THET B F- 5 DI
26 Programmes in economically developing countries BEXREALEICBIT 2R TR T L (or BERRES FHIE TORREEHE)
R&D portfolio planning; in- and out-licensing of medicines. Medical due diligence MEMF (RD) F— b7 UAFE; EEROEA -SRIV 22, ERHIFICBIT2T1—TY Y HEIE
27 B
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Section 3.Non-Clinical Testing SECTION 3. JEEGEREAER
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Section 5. Exploratory Development: Molecule to Proof-of-Concept (as defined by ICH)

SECTION 5. #5RA9BAFE (53 FHBPOCET)

3.1

Use of in silico, animal and cell-based models of disease mechanisms to study the actions of a new drug
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3.2 Differences in non-clinical safety and toxicity packages between small molecules, biological medicines, advanced therapies

Non-clinical testing including the actions of medicinal products and their metabolites in animal, human and cell preparations [EEHME. —REM. FFIAXRT HR RYBEZ  RYRJP REMRBP RGBS, LB, RAAMGEICLS

that provide qualitative and quantitative assessment through genotoxicity, general toxicity, toxicokinetics, pharmacokinetics, EE’I}%E’]; jﬁlf?ﬁf)‘.é%%\ Eh, HIAAEY THONSILEME LV ZORMEDDOERESUIFERRAR, BRABRS £
3.3 drug metabolism, safety pharmacology, immunotoxicity, reproductive toxicity, carcinogenicity. Duration of studies to support URERTERE L EGHRO LM

clinical trials and marketing approval

The purpose of descriptive and quantitative in silico, in vitro and in vivo non-clinical testing; the choice of appropriate tests for [4>-%)3, 4 £ MIEAY - £ FFERFRELER TOREBAIE S U E BRIFHIED B #; BB S VEBEOEMRFICHE T 2B TRE OF
34 acute and chronic drug administration. The use of organoids RoAVD /M DOFIA

The common mechanisms of drug-induced organ damage and dysfunction; detection and elucidation; pathological Y LA EEEE - BERRICHERBTAM-A L BREEEFEZNEM G EaNEe OREMBLSE, MMM
35 assessment e.g. structural staining and immune- histochemistry; functional assessment e.g. QTc interval testing, liver and Bl:QTcA U A—/NLIRE . T - IO EERE

lung function tests

The scheduling of non-clinical testing linked to product development plans, regulatory requirements, human and animal BAFEETEL. FREIZ., BREK-JFERIREE, BNET ABRREA LR SBRESFALIBRRHABRD AT 1L
36 pharmacology, intended clinical use and routes of administration
3.7 The size, cost and management of the non-clinical testing programme; data management, quality assurance and reporting  |JFEREREXBRATEI, T —9¢4Y AVt RERIL. BMESIERDRR-BFA- B8

The regular review of non-clinical testing, its inclusion into clinical trial protocols and investigator brochures. Relevance of EHHSFERIREERL E 2 —. BRIREERT DML OB BREBE EA~ ORI AREBEEICH T LIFRAABRERDEFROER
38 expert interpretation and presentation of non- clinical testing results in the investigator brochure. Appropriate planning and | &FFERERERERFER . R E IR T BEMNSMEFERLBTESN-SIEER SRR E L DO

correlation with the clinical evaluation of potential and observed toxic effects in patients
39 Safety pharmacology including drug hypersensitivity of both small and large molecules N F ERFIEEYDBBIEEEH-REMEE
3.10 Toxicokinetics; in vitro and in vivo study of metabolism and pharmacokinetics, defining therapeutic margins FYIF2T4HA:in vitro&in vivosRERICH (TH R B EMEREOHAR. ARBDEER

The non-clinical study of biological medicines, vaccines, advanced therapies EYRF], V9FV, REERICH T HIERRAR 4 BET %K. MEEE, I
311 e.g. cell and gene therapies, tissue engineering
312 Refining, Reducing, Replacing the use of animals in non-clinical testing. 3Rs programmes; their sustenance and FEEREREAERICH TR RBBMDOERER . HRBMOHIN. BLUBEHZ . SRTATSLOMFLRE

Pharmaceutical development of drug substance and drug product, including biological medicines and advanced therapies: ERRBIUVHAOREE (EMFHERRCEELRRZEL) KL, BE. fESLURE, RTESIVERT, REMES LS
41 scalability, manufacture, supply and distribution of materials; labelling and presentation; stability and storage; purity; RE. ME. BEE. RELE

compatibility; disposal
4.2 The economic primary production of new compounds and secondary production of research and market formulations BENCHFREEDO 1 REESRRA - TRAREK D21 E
43 The choice of formulations and delivery systems depending upon the characteristics of the compound and its intended uses [{E&¥IDFHELEMET 2EREICHHOEF-FIR LA EVATADZER

The principles of in vitro and in vivo testing of formulations for bioequivalence, stability, impurity, incompatibility and BREERON(1VI-RAZEOL-HUERRLEICTCH-ENPHREE. REM. FAY. RAGKREICET2FEEEHRY
4.4 acceptability for different populations leading to a final specification, including formulations of follow-on drugs - generics, EAMIZBIS Bin vitro. in vivosRER D R E

biosimilars
45 The non-clinical study of biopharmaceutical formulations; including excipients RN EEONFEZEREF O IEERRAER

Planning clinical trial supply requirements; packaging and labelling of clinical trial supplies; stability and storage requirements; |FREREDEMAETE; HBEOBELIAN N, REHERESE EZFOHE  BREORE. B4 757 7t Lna MR EH
4.6 supply distribution; disposal of remaining stocks. Preparing matching placebo and competitor products
4.7 Pharmacological standards; pharmacopoeias: role, use and hierarchy PR | RFA KB, FH. BESE

Manufacture of medicinal products including good manufacturing practice and good distribution practice. Manufacturing BEMEEE (GMP) BLUVHEERBEE (GDP) 28T EXRKOHE, HEHIRES L TET /L. Quality by Design® R E|
4.8 strategy and models. Quality by Design principles and drug manufacturing LEERRE

Intended therapeutic indications and target product profile; biomarkers for target engagement, efficacy and safety end-points | B #1ET BBRVEETPP; N(4v—h—, BHELEREEDEHPIVN KU, BRRAEROPOCHERIZED S X TOHET(go)/P 1L
5.1 and criteria for ‘go’ / ‘no-go’ decisions for entry into humans and progression to proof-of-concept trials (no-go) 3| b £ 4

Assessment of non-clinical data and the risk of hazards as prerequisites before administration to humans; including the HEICBTAVEREERLURRKESENDEHEZET LM OERERBATICHLELSNSIERRKRT —4&YA) DT
5.2 calculation of starting and maximum dose for a trial

Phase 0 studies: exploratory microdose and subtherapeutic dose studies; the importance, limitations and uses of microdoses. | 05 ER  {F RV - A LABREUTORERR ; VI0N -2 0EE. BR. @A, HEFRBIZHE THREFRA-V VT DF
5.3 A

Use of radio imaging for product distribution




The early clinical development plan:

- from first-in-human to proof-of-concept,

- modelling and simulation, model-informed development,

- tolerability, metabolism, pharmacokinetics, pharmacodynamics.
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5.4 Safety in humans: tHEb‘(Téfﬁ’&: ] o
- risk mitigation and safety assessment in human studies; -tF.E:Eﬁl:?fa;(f%n')é?i%;ﬁ?ﬁ:klﬁ;rﬁﬂ#ﬁﬁ
- dose escalation safety committees; -RAEFERERER
- special considerations for the individual product R EETE T Ieb e gt £ 3 EAN )
Pharmacokinetics, ADME, pharmacokinetic / pharmacodynamic and pharmacokinetic/ physiological models and special EWBIRES . ADME, EMBE/ENZELVEDB /A EZMET VLR TER. EEXELROEMBECEELZ S5 2NENES
groups; intrinsic and extrinsic factors which affect the pharmacokinetics of a medicinal product; dosage and accumulation,  |&USHEMER., H5ERLVEHEE. MAERHROER. EMENFIALE. EVENRFESSCEERMEES. BT
5.5 use of radiolabelled drug, bioavailability, bioequivalence and population pharmacokinetics; radiopharmaceuticals, dosimetry EER. BREFEOERE
considerations
5.6 Pharmacogenetics / pharmacogenomics PR EDEES YUVYPY AR EVEVEN
First-in-human studies: patients and healthy volunteers; principles of proof-of-concept and dose-finding studies; starting dose |BEH LWEE AZFNRELI-FIHRER; POCE LUV AZREARORA; FIHB LU RHBRKARERDO-OOMNEREES &
57 and dose-escalation plan for first-in-human and early clinical studies, including applicability of pharmacokinetics to dosage | FBE#EEE. FIHRBREZ DR OE IH. FMARRICET2ENBREFORERELLURBRT Y 1v~DBERM
regimen and study design in first-in-human studies and subsequent Phase Il and Phase Ill clinical trials
58 Biomarker and analytical method validation NAFI-D-ERTEDN )T =3
Studies for detailed dose-finding / dose-response relationship, effect size, treatment duration and conditions. Identification of |&#l7% M E:R TR AERGER. HRE ARNESIVEHIET SRR AROFNBERKRZ T ONREE 4777
5.9 the population / subgroup most profiting from the treatment; the most appropriate primary endpoint V=7 DYE. RBEGETETMEER
Impact of results on planned therapeutic indications, predicted dosage schedules and drug delivery concepts / formulations; [B#ELT=EESI R, FRISN DR ERTY 1- N EEWIEZER/EF] BMMICHBELESNDIEBERES  BE AR, Fri- sk
510 additional non-clinical requirements; reformulation studies; new pharmacology studies; risk-prediction algorithms to assess  |iRER; REMYRIEHELY RIS AT I D-FORILZATREIZT BYRIFAITATYR L
' safety risks and enable development of risk-management approaches to be applied during continued development
R TOPIC: 5B F %k &Discussion
V3.0 Section 6. Confirmatory Development SECTION 6. HRNERIBASE : BREE
Options for the clinical development plan; asset risk assessment and mitigation; schedules and decision points for the FRERBASEETEI (CDP)DA7 Vvay ; BEY RV DB &R/ME  RAIMERRBAR T BE DR 1 —ILEBBRER 1Ub
6.1 confirmatory clinical development programme
Translation of the defined target product profile into the confirmatory clinical development programme design; pivotal and TPP(BZLT HE RO ICEDUVV-ERR R E (CDOP)ERB T AU ADELELAH;
6.2 other Phase IIl studies; selection of primary and secondary endpoints and comparators for Phase Ill clinical trials; final ARRFIBVTRERINIEALGHB FIHERRTOTE /BIRFMIEE . RBHEE ~RERWEERESSUTIRIT
definition of therapeutic indications; risk minimisation measures for research participants ESF A
Choice of countries / regions to participate in confirmatory clinical trials; patient numbers and selection criteria; delivery TO—NVEERRARICOVNT, RIIMERARICSNT 2E OB ORE;
6.3 systems; dosage forms; dosage regimens; clinical trial supplies - ensuring all these aspects are appropriate for this stage of |BEH . EREE EXERBIBRI AT L. BFIREFE ABREMOTRTOERI OHAKEE I LOBBRSMAET THLZL
development
Planning and global coordination including alignment of pre-licensing and post- licensing clinical trial programmes; permitted |7 B—/VVEERRAFICDNT, S/ VAT DDt EDABEESH=Y O—/ L TOFE. BEFR. RISFOIERR
6.4 use of competitor class data, non- clinical data and existing clinical trial data R T—21Z21T
65 Lifecycle management planning: label extension of therapeutic claims and new formulations 747449034V A DEHEL: BB BN E DB
Obtaining and implementing feedback from regulatory agencies and / or health technology assessment bodies on emerging  |#R%| 4 B/EEIHERMT (HTA) 2-FNyID AFERT
6.6/ research results and development plans through scientific advice procedures; consulting with other external bodies on B LB CEREMHEEEN S M RER OROAFEHEICET 27/—FN\vI%1/T5, TOMR. BEITHELTHO S A E
5.11 proposed development plans [E R
#WE  |TOPIC: iEH R K &Discussion
V3.0 Section 7. Clinical Trials SECTION 7. BREREER

7.1

Application of ICH Good Clinical Practice to clinical studies

ICH GCP MRk BR~ D F




Choice of trial design: non-inferiority / superiority / other designs including cross-over; placebo / other comparators. Patient
populations; sample size; international locations (global); randomisation; end-points; statistical analysis. PK and PD studies,

L EIBEM/ ZOMDT Y MY T I0R I ZDIOMERE FRELDBEERR: U7 MR HBRIBAT TR IR (UL #EtAR
WHZRORIREMBER/ENZ. EMIH. BERSUEEEBLULHRT Y (VDR

7.2
first-in- human; specific. Encompass patient engagement and advisory meetings with national regulatory authorities
New trial designs, adaptive designs, umbrella and basket trials, platform trials plus use of real world evidence studies in HLLEBRTY 1 . R _ . o . .
73 marketing authorisation. Consider use of digital and remote monitoring and broader use of patient-reported outcomes. TETTAT THFAY . FUILS/ NRTINTHAY TSI — LA, ) TILI—EIETYRRA, T ORI FI A
: Modelling and simulation use in trial design LEUE—MEZRI T OFA. BERET IMLDOLHELGF A, ABRT VA VFOETITELZaL—2avOFAICDN
<
Post-authorisation clinical development: Phase IV clinical trials; non-interventional / observational studies; real-world B ARGTRERIREER ; SEAMEERREAER  JEN A/BREHAZ VTV -MN T -2 (RWD) DRI ; R BAR; BFEHLY AN
7.4 evidence generation; post-authorisation studies versus line extensions; patient group registries; drug utilisation studies;
cluster trials; treatment optimisation studies; re-purposing studies
Investigator Brochure: content, review, update and maintenance; presentation and usage; regular ease of use of digital AREBEE NA. VE1-CEFHMF. BRRNMEE DT, TOALT I EADENDOTSEE AL ERTR
7.5 access and opportunity for revisions
Protocol development and amendments: development of the case report form (including eCRF); understandable information [7'0hIVDIERREIEIEE :CRFER . REBADAU I+ — LR -0tV b BEKEANSOH A, SHEEL L DR
7.6 for patient consent; suitability for collaborating parties; deviations and serious breaches of the protocol
Clinical trial feasibility and investigator recruitment; pre-study visits; investigator meetings and investigator training, including [ERERFRERD 77—V YT DRELERETEMOEE  HBRaTOGMH RREMRBEKEFER, FhORAEDF U511,
77 virtual as well as face-to-face meetings, on-line report forms; cover all site personnel as much as possible with virtual
' meetings. Site qualification assessment
Contractual arrangements with investigators, sponsors, co-sponsors, patient advocacy groups, academic institutions / HEREM. IROBZEER HEREETER. EEXBERKROTHTI7/EERE. CRO. SMOLDE2HY; H R DHEF]
7.8 hospitals, contract research organisations, site management organisations; publication rights considering co-development
partners. Vendor management
79 Clinical trial management from sponsor and site perspective including risk identification and management YRAIDRELEBEETDBRRARER
Clinical trial registries; requirement to follow the general data protection regulation (GDPR) or equivalent. Transparency in BREREABRE EX ]
7.10 clinical trials: from study to register to publication — T —2REER B (GDPR) £ IZRZEDMRBNH O LD EH, ERIRAERD AR A S E . HRETOEBAMRER.
711 Data and Safety Monitoring Committee; composition, independence, role in clinical research LFARICOVTOREMHERLARBHGERRTE FHEZEROBAL. IR, BRKARICHSIT5E&S
Within-trial decisions e.g. code-breaking, interim analysis, data and safety monitoring committee, independent safety monitor, | 4&2zEBRICDVTHOBRIRE H1:3-F-7V41). FREEN. T—4RLMI29)V EER (DSMC), BRURLHRFAFZES. B
7.12 premature termination; urgent safety measures BT . RRR LM
713 Study medication handling and drug accountability HABREORYKLEGRAFE
714 Adverse event assessment and reporting; emergency coverage provision AESROFMERS RO
Monitoring and source document verification; evolution of clinical trial monitoring to include remote and digitalised data AU EREHEE BBRABRIZNV), TETDELELTDERTIORIIN /T —F—F A EZRIL T | B ERRRER
7.15 oversight and monitoring actions to be taken as appropriate; digital decentralised studies (Decentralized Clinical Trial=DCT) ,
7.16 Trial Master File - patient information anonymised to ensure safety and anonymisation FAT - IRE— 7741 (TMF)
Risk-based quality management in clinical trials: Quality by Design, quality manual; standard operating procedures; quality  [JRXZIZIGEC=RBE D4V Avh; SOP; RERIIEAEEE, MILE-RE, B
7.17 assurance and quality control; independent audits; inspections
Reporting of clinical trial data: data sharing and open data, transparency, aggregated clinical trial report review and annual  [BRFRELER T —2 O, E ;740 KB EF-T VT -4 EHRL. FRBEIL - ERERBEEOEFEAHLEDT
7.18 clinical trial reports; apply with digital tools and include lay summary
Consideration for special populations in clinical trials e.g. the elderly, pregnant women, extreme ages such as premature ERARAHBRICE T ORRERAORE (Bl SEE, iR, NE BIRGERE (CRRR, fiER), ZaEs, a VABEE 8K
babies / neonates, incapacitated people; management of biological samples involved with gene therapy; respect of patients' | FARICBEHRT 2Y > TILOEE, BEDER. BERSUT(7HHRR T REBREAERAT 5-ONMEZILOBRE)
7.19 rights. Consideration of ethics committee requests for continuance of new therapies after study completion for patient
volunteers
Medical device and drug-device combination trials are included alongside trials with medicinal products, as such trials now |EFEFRLEERZSEEHFORRITMIEELLTREMEEMEDOFTFENEEND
7.20 involve assessment of safety and efficacy. Developing trial registries
Opportunities that arise from real time collection of data and challenges including verification and validation. Practical steps in|J7 )L 24 LD T—8REASETNAMR L. MEOE BIEHERTLE DRE, BEOHSEEINATUYFBLUSHERBRA
transitioning to hybrid and decentralised trials with patient engagement. Consideration of in-home services, digital data OBATITB I EERBHGTFIR, EES—ER, TIOIT—RE. FOrAVBRE=SIVT  IxT7 5T )T ILT—ILET—
7.21 B BERETIMLEECEMT AEX—RORE. ATHEEOHEA

acquisition, agile clinical monitoring, wearables, real-world data and specialised databases with patient-reported outcomes;
use of artificial intelligence
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V3.0 Section 8. Ethics and Legal Issues SECTION 8. fREE&ikmERE
Ethics: principles and history including Declaration of Helsinki, Belmont Report and other relevant ethical principles, directives|{&12 : ALy /4B S, A MV - LF b B LU0 Z O OEET 2 GI2EE). Directives. EZER D7V SIKIZERINS1-1 -+
8.1 and codes of practice applicable throughout the entire lifecycle of a medicine; ethics review, informed consent, safety and 7 TR RIBERE  AVIA-LN 20 IS MBOREHEABIOERL. ICH GCPELUZDEMI DI 9N T FHT(ADEE|
human dignity of research participants, role of ICH GCP and other Good Practices
Upholding good ethical and professional standards in pharmaceutical medicine, for example avoiding and addressing fraud  [BEEZICHTEREFCHENSSVEMNEEZRRBT L, HIRIEEFHRICEFEFETAZEBE IURLT 5L,
8.2 and misconduct; consistent application of ethical standards MEAEO—ELER
8.3 Sponsor and investigator responsibilities; avoidance of scientific and economic conflicts of interest AR VY- ERBREMODE T, FFHNESTRFHICOIDEE
Ethical and scientific integrity in research questions and study designs from first-in- human to post-marketing and HENLER, M FHBERS, BUTEREER. LERBELIVNTIVINOEEEZE D, FIHNSTHIRERE -EFHARICE
8.4 epidemiological studies, including scientific rationale, statistical robustness, appropriate patient populations, comparators and |[+2)4—F-4IAFayRERT H 1VICH T D MIBMERE; LERERARICES TS5 E DR COINER
' choice of endpoints; ensuring equipoise in comparator clinical studies; consideration of conflicts of interest
Ethical considerations in pharmaceutical medicine, including non-clinical studies, database searches, medicines’ advertising, |JFE&FRZER . i—ﬁf\*—xﬁixl’éﬁ;ﬁzmi\ BRERAEBRBIMNE EDER . FEBLVIREN. V-V el AT (T DER. 7 -3RE. BERE
85 clinical trial participant contact, recruitment and reimbursement, use of social media, data protection, confidentiality and BFIUEERKRLUERLGE, AEERICH THMENEESE
' pharmacovigilance
Informed consent process, including defining benefit-risk balance, requirements for study participation including for children  [YA7A 47245 DNIVADEEZFOTAV74-AN -1 DT 0L, FROBHER BIZ [EBEHE  RSER, RABRRRNZE
66 and special populations for example elderly, emergency research, incapacitated people; additional consent for future use of |UHRSMDEH; IRESNI-RBRT 4B SVCENZHY VORI A, ERORRT - I0HED-HDEMEE
) collected trial data and biological samples; merging of data from multiple trials
Privacy, data confidentiality, confidential treatment of biological samples and genetic data, standards for data protection, THANY—. T-IDEEE . EMZEHY T VS LCEET IOBERYIRL., T4REEE BRABBREOLAR
8.7 publication of clinical trial results
Ethical aspects of clinical trial follow-on: continuation of study medication to study participants, pre-marketing authorisation, |FXERD740-7y7 . RERED . AKRFIOEE. RIREEFOFHLE(CET HMEMER
8.8 pre-reimbursement availability
Ethical and legal aspects of clinical trials in special populations for example elderly, emergency care, incapacitated people, [#H#EH (FIZ LEEE. HAER. RABERA. BR) ICB T 2MKRARROMEMNS SWENERE, fIZEANAMN, BAB X
8.9 migrating populations; during crisis conditions for example human-made, natural and environmental disasters VIREKELGEDBBIKELE
8.10 Environmental, social and governance factors relevant to medicines development and clinical trials; sustainability of clinical  |EE:& Q%5 L OERRRERICEIET 2 BIEN. HE1. 1 N FANER: BBARRBROSEBEE
’ trials
8.11 Ethical aspects of all parties involved in research of advanced therapies involving cell and tissue donation HESLVEFREESCEEVNEROMRICES T 5T X TORBKREDMERE
8.12 Ethical aspects of clinical trials in economically developing countries HEE&LEICHS T HRRABRDMENZRE
Ethical issues and cases in biomedical research and pharmaceutical medicine, for example the need for an ethics consensus [ £ MEFHMRH SV REEZICH THMENBBES LUHH. IZ (LS BBF-LCIAMENLV LI AOLERE, XFE. B
8.13 on multi-professional teams, on corporate responsibility, on environmental sustainability BRI AR
Liability for harms; clinical trial indemnification; product liability post-marketing; personal and corporate negligence; BEICHTIEE, BRABICHTIHE. TREDERICHTEIER. BABIULZENBL, NHERPLIUVEFFHES
8.14 whistleblowing and complaints procedures
The importance and standards of transparency in clinical trials including reporting results for the professional community, and [BEFR1E1- B LV EE - HE~DHERE (—RAITOFESLEET)Z2ECHERABROBHEDEERE S LUEE
8.15 for patients and public in lay language
#¥E  |TOPIC: 2 3#E F£ X &Discussion
Section 9. Data Management and Statistics SECTION 9. F'—4-v2Y sub&#tat

Statistical Aspects of Study Design

RERT Y/ OMEFHRRTS

9.1

Fundamentals: randomisation, avoidance of bias, avoidance of missing data; estimand (concept), estimand framework;
sample size calculation

B 705 ME, IV K AVEOBIR NATADEE. T -4 RIEDEE., FFHEXR (0E7'H) | FHEIRIV-LT7-7. 07V DEH

9.2

Interim analyses: efficacy, futility, safety

RS B, B, FH

9.3

Statistical aspects of dose-finding studies

AERERBROTY 1




FIHFMHEFLHEOHER: HiR. - VDEIR

9.4 Equivalence and non-inferiority trials: rationale, choice of margin
95 Adaptive designs: basic ideas including advantages, concerns, avoidance of statistical and operational bias THTT47 T4 B, B, HHAZHHDERLONTARRE ST EARNEZ
F—EIRTAE
Data Management 7 24
9.6 Data collection: including diaries TOMURE; BEERESOEFRBLIVEFHILRT -IDF7 VY
9.7 Case report form design and completion; source data verification, query generation and resolution FEZE(CRF)DTHIVERA RERBEE., ITVERERR
Data processing: data entry, coding of adverse events, medical history and concomitant medications; identification of protocol [T =403 ; 7 —2 A A, EEBKDI-M b, BEEREELHAE 7 0MMLER SRR DFER
9.8 violations and deviations
9.9 Risk-based approach to data quality TARBEANDYRIA-RT7 I—F
Databases: maintenance, security, standardisation, streamlining the processes; Clinical Data Interchange Standards TAN =R MUTIVR, B2 T4 BEE. FIRDEHRIE. CDISC
9.10 Consortium
Statistical Methods for Analysis / Process BT DI DEERTRITT B ERHEHIT IER
Fundamentals: probability; null and alternative hypotheses, type | and type Il errors, p-values, confidence intervals, intention- |EZ&  IRERFEM IR 517 1E4472D 15—, plE. EEXRB. NT-. Btk
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Roles and responsibilities of pharmaceutical professionals for patient safety and pharmacovigilance
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