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: Guidance for Industry; Placebos and Blinding in Randomized Controlled Cancer

Clinical Trials for Drug and Biological Products (Final), 2019.8.28.

Guidance for Industry; Osteoporosis; Nonclinical Evaluation of Drugs Intended
for Treatment (Final), 2019.8.14.

Guidance for Industry; Child-Resistant Packaging Statement in Drug Product
Labeling (Final), 2019.8.13.

Guidance for Industry; Providing Regulatory Submissions in Electronic and
Non-Electronic Format - Promotional Labeling and Advertising Materials for
Human Prescription Drugs (Final), 2019.6.21.

Draft Guidance for Industry, Accreditation Bodies, Testing Laboratories, and
Food and Drug Administration Staff, The Accreditation Scheme for Conformity
Assessment (ASCA) Pilot Program (Draft), 2019.9.23.

Draft Guidance for Industry; Interacting with the FDA on Complex Innovative
Clinical Trial Designs For Drugs and Biological Products (Draft), 2019.9.20.
Draft Guidance for Industry; Fabry Disease; Developing Drugs for Treatement
(Draft), 2019.8.7.

Draft Guidance for Industry; General Clinical Pharmacology Considerations for
Neonatal Studies for Drugs and Biological Products (Draft), 2019.7.31.

Draft Guidance for Industry; Pathology Peer Review in Nonclinical Toxicology
Studies: Questions and Answers (Draft), 2019.7.31.

Draft Guidance for Industry; Rare Pediatric Disease Priority Review Vouchers
(Draft), 2019.7.30.

Draft Guidance for Industry; Providing Regulatory Submissions in Electronic
Format — Certain Human Pharmaceutical Product Applications and Related
Submissions Using the eCTD Specifications (Draft), 2019.7.16.

Draft Guidance for Industry; Drug Abuse and Dependence Section of Labeling
for Human Prescription Drug and Biological Products — Content and Format
(Draft), 2019.7.1.

Draft Guidance for Industry; Instructions for Use — Patient Labeling for Human
Prescription Drug and Biological Products and Drug-Device and Biologic-Device
Combination Products — Content and Format (Draft), 2019.7.1.
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B Guidance for Industry and FDA Staff, Postmarketing Safety Reporting for
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B Product-information templates; Appendix IV - Terms and abbreviations for

batch number and expiry date to be used on the labelling of human
medicinal products (Final), 2019.6.28.

B2 Detailed guide regarding the monitoring of medical literature and the entry of
relevant information into the EudraVigilance database by the European
Medicines Agency - Addendum 1 (Final), 2019.6.24.
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B2 European Medicines Agency procedural advice for users of the centralised
procedure for similar biological medicinal products applications (Final), 2019.8.19.
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B Questions and answers on the exemption from batch controls carried out on
ATMPs imported into the European Union from a third country (Final), 2019.7.19.
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B REEPEARKIESE(Basic dataset for vaccine traceability) (Final), 2019.8.26.
B REEWMIEREEARFEARKERBasic technical requirements for vaccine
traceability data exchange) (Final), 2019.8.26.
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BE E8(R1) General Considerations for Clinical Studies; Draft version (Draft), 2019.5.8.
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B Draft for Comments; Quality Management System Requirements for National
Inspectorates (Draft), 2019.7.
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B WHO Questions and Answers; similar biotherapeutic products; Complementary
document to the WHO Guidelines on evaluation of similar biotherapeutic
products (SBPs) (Final), 2019.3.22.
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B Recommendations to assure the quality, safety and efficacy of poliomyelitis
vaccines (inactivated) (Draft), 2019.

B Guidelines on the quality, safety and efficacy of respiratory syncytial virus
vaccines (Draft), 2019.
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B Guidelines for assuring the quality, safety, and efficacy of DNA vaccines (Draft),
2019.7.26.
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https://www.fda.gov/about-fda/oncology-center-excellence/project-orbis
https://www.ema.europa.eu/en/news/eu-us-reach-milestone-mutual-recognition-inspections-medicines-manufacturers
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[0]=] Food and Drug Administration (A&2|A4FtHH)
www.fda.gov

[ &] Europe Medicine Agency (9 E2|AEH)
www.ema.europa.eu/en

[2+£] Ministry of Health, Labour and Welfare (24 =&4)
www.mhlw.go.jp/index.html

[2+£] Pharmaceuticals and Medical Devices Agency (S|2%E2|=27|7|5E7|H)
www.pmda.go.jp

[5=] National Medical Products Administration (B7}4EZS22|=)
WWW.nmpa.gov.cn

[5=] Center for Drug Evaluation (2|2FEE7HME])
www.cde.org.cn

[£3] Therapeutic Goods Administration (2|2 XEH)
www.tga.gov.au

[HLICH Health Canada (PHLCH EAL)
www.canada.ca/en/health-canada

[= X 7|7 World Health Organization (MZAI2717|)
www.who.int

[= | 7| 7] International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use
(=M ot E A =22 2])
www.ich.org
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