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BIFR U 22 DCT # 4 & ¥ A DBECHRO & % Gk - AR A 7))

SHiE - B

| 54 bV

W% RERF#ER (Office for Human Research Protections : OHRP) 4 %> X

2008410 H BRI D AR RPN DB 5 (Engagement of Institutions in Human Subjects Research)
200941 H FEBH D N RAFTEN DB G- DV (20084F- 77 4 & > 2 DWIFfE(L)
(Determining When Institutions are Engaged in Research)
201149 H AKRIFZB G LT3 & Ak S HWSAIZ DOV TOBMIBE
(Correspondence on "Non-engaged" Scenarios)
BFDAHAF > X

® SHktE, —MibTTRE

201749 A

PEF AR R GRS J5 1 % iy - AFH - RBRTFEEIY 7 — & ORI & Ot (Evaluation and Reporting of Age-,
Race-, and Ethnicity-Specific Data in Medical Device Clinical Studies)

2020411

FRPRARER L O Z AR D5 - MRS IEHE, FAANO R TNE, 5% 7 % 4 ~ (Enhancing the Diversity of
Clinical Trial Populations — Eligibility Criteria, Enrollment Practices, and Trial Designs)

202446 A (%)

FRIRIMFRE DR & ENTZ a5 72 EM» 5 OBIMEDE & SGET 2 720D X 43— 7 1 {785
(Diversity Action Plans to Improve Enrollment of Participants from Underrepresented Populations in Clinical
Studies)

202449 H (%)

DA K OPE P E D 7 > # A LICHRA & A LB HiA T 5 (Integrating Randomized Controlled
Trials for Drug and Biological Products Into Routine Clinical Practice)
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20134-9 H PR ARER 12 35 1) B BRI T — 2 (Electronic Source Data in Clinical Investigations)

2016412 A BWEMNA Y 7+ —24F - avtey bOFH - BEEES (Use of Electronic Informed Consent: Questions and
Answers)

202343 H FRIRARER B T ATV AT 4, BETalkk, ETE4  BEE% (Electronic Systems, Electronic Records,

(KETZ) and Electronic Signatures in Clinical Investigations: Questions and Answers)

2023412 A FRRARERIZB1F 5 ) E— b F— 2 HUHD 720 D7 ¥ Z IL~JL 2 F54fli (Digital Health Technologies for Remote
Data Acquisition in Clinical Investigations)

202441 H 1) & — M KB HHIEHE : ‘BEEE% (Conducting Remote Regulatory Assessments: Questions and Answers)
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2006 4F-3 H 2 R L G BRIR AR ER 12 351F B h It IRB 34 7" 12 & Z DOF|F (Using a Centralized IRB Review Process in
Multicenter Clinical Trials)

200847 H 5 1 MHRER DGRBS 245 CGMP (CGMP for Phase 1 Investigational Drugs)

202344 H BIRIBRE =4 ) Y 2B 5 ) 2 212D 77 u—F 1 BEEE% (A Risk-Based Approach to Monitoring

of Clinical Investigations: Questions and Answers)
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ICH # 4 & 2% E6 (R3) Good Clinical Practice (GCP)
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20094E10 H WFZE# O EAT — G ORER|, L4 R OFENEO LR (Investigator Responsibilities — Protecting the Rights,
Safety, and Welfare of Study Subjects )

201046 A K< »BEM W7EEOF X FDA {0 1572) (Frequently Asked Questions — Statement of

s — b 4 &V 2 | Investigator (Form FDA 1572))

2009410 H W& DO EAT: W7 S OMER, &4, fEukOLR# (Investigator Responsibilities — Protecting the
Rights, Safety, and Welfare of Study Subjects)

202348 H 4V T7x—4FK -2yt b (Informed Consent)
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1992411 H A WEZEHrEE (N & O) OUEfii (Preparation of Investigational New Drug Products (Human and Animal)

20224F12 H TR A IRGE R DEFIRGABRIZ 51) 5 R4k T — # PUED R 7 7' 1 —F (E19 A Selective Approach to
Safety Data Collection in Specific Late-Stage Pre- Approval or Post-Approval Clinical Trials)
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2022410 H FDA & #E7 BL5 00 ANDA HFE#H B O GDUFA 1235 < A X407 (Formal Meetings Between FDA and ANDA
Applicants of Complex Products Under GDUFA)

202346 H [RIEHEER R D 720D T 4 — KNy 7 ROMREOUGE : QHEE 7 12 F 4 (Requests for Feedback and

Meetings for Medical Device Submissions: The Q-Submission Program)
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FDA & BsUFA B O Z K V4 — USHGEE & OO A XMHEE (Formal Meetings Between the FDA and
Sponsors or Applicants of BsUFA Products)

20234E9 H FDA & PDUFA 850 2K ¥ 4 — X3 HGEE & OO AL (Formal Meetings Between the FDA and
Sponsors or Applicants of PDUFA Products)
2024%-3 H V) oy 7 RIESBAFEIBIE S 2 & 72 44EE (Controlled Correspondence Related to Generic Drug

Development)
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