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Review Report

Pharmaceuticals and Medical
Devices Safety Information

No. 288 February 2012

PMDA Updates

PMDA NEWS RELEASE
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http://www.pmda.go.jp/english/service/drugs.html

M Pharmaceuticals and Medical Devices Agency, Japan

Contact Us

Access

Links | Site Map

Font size @ @
search | --

Home = Services of PMOA = Drug and Medical Device Reviews =  Approved Products »  Review Reports:

Dirugs

| about PmpA
I Services of PMDA
® Drug and Medical Device Reviews
- Outline
= Approved Producis

. List of Approved
Products

= Review Reports: Drugs

. Review Reports: Medical
Devices

. Package Inserts {in
Japanese)

= Regulations and Procedures
» Good Review Practice

. Projects Across hMulti-
Offices in PMDA

Record of Consultations an
- Pharmacogenomics /
Biomarkers

® Post-marketing Safety
= Outling
= Safety Information

. PMDA Risk

Tammiinicatinns
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Review Reports: Drugs

The following English translations of review reports are intended to
he a reference material to provide convenience for users. In the

event of inconsistency hetween the Japanese originals and the
translations, the former shall prevail. PMDA shall not be responsible
for any conseguence resulting from use of the English versions.

The review reports were selected far translation among those of
drugs with a new active ingredient that recently received marksting
approval, in consideration of relevant factors including the novelty

and priority
EN: English, JP: Japansss
. . Approved PDI PDF
Name Active Ingredient In EN JP
Actarmra tocilizumab (genstical Apr 2005 |

recombination)

Adsorbed Influenza
Vaccine
[HER1) "HOKKEN"

Adsorbed Influenza
Vaccine
[HEN1) "BIKEN"

Avastin

Bridion

adsorbed influenza

vaccine (H5M1)

adsorbed influenza

vaccine (H5M1)

bevacizumab
{genetical
recombination)

sugammadex sodium

Oct. 2007 |2 | &

Oct. 2007 || &

Apro2oo7 (BB B

Jan. 2010 |5 | ™

Review Repaort

January 22, 2008
Pharmaceuticals and Medical Devices Agency

The results of a regulatory review conducted by the Pharmaceuticals and Medical Devices

Agency on the following pharmaceutical products submutted for registration are as follows.

[Brand name]

[Non-proprietary name]
[Name of applicant]

[Date of application]

[Dosage form/Strength]

[Application classification]

Actemra 80 mg for Infravenous Infusion
Actemra 200 mg for Intravenous Infusion

Actemra 400 mg for Intravenous Infusion

Toeilizumab (Genetical Recombination)

Chugai Pharmaceutical Co., Ltd.

Aprnil 28, 2006

A concentrate for solution for intravenous infusion containing 80
mg, 200 mg, or 400 mg of Tocilizumab (Genetical Recombination)
per vial

Prescription drug (4) Drugs with new indications, (6) Drugs with
new doses, (7) Drugs with additional dosage forms, (9) Other drugs
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Website: http://www.pmda.go.jp/english/events/3rd pmda training seminar.html

Home > Events /Symposia > 3rd PMDATraining Seminar > DAY 4

P\ X : A
| services of oA 3rd PMDA Training Seminar

v =T
January 21 to 25, 2013 Tokyo, Japan

I International Programs

Approved Products N
Safety Information | - DAY 4

Regulations and Procedures B Topic One: Case-Study Discussion

Publications On the fourth day, participants divided into three groups to discuss the cases of postnarsting

safety mea: ction (ADR) Repo

<more Info>

Events / Symposia
Past Presentations
Japanese Pharmacopoeia

In the group work, PMDA staff members of its Office of Safety Il explained the reviewing
process in PMDA and the Japanese system on safety measures to deepen understanding
among participants.

B Topic Two: Report the cases from participants IVTETEN

In the afternoon session, the cases in each country were reported by participants.
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Website: http://www.pmda.go.jp/english/international/pdf/PMDA _International Vision/20130527_roadmap.pdf
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PMDA =] H]H &=

M Pharmaceuticals and Medical Devices Agency, Japan

Home = International Programs

| About PmDA
I Services of PMDA
= Approved Products
~ Safety Information
= Regulations and Procedures
I International Programs
= MNews and Reports
= PMDA International Vision

. PMDA, International
Strategic Plan

. Office of International
Programs

= International Harmonization

. China/Japan/Korea
Tripartite Cooperation

= Bilateral Relations

= Publications

+ International Arrangements
= PMDA Update

. Report from YWashington
D.C. Metro Area

PMDA ZA| H|H 2=

1. Introduction
Font si +
ontsae O € The Pharmaceuticals and Medical Devices Agency (PMDA), a Japanese
ContactUs | Access | Links | SiteMap | Search | - Incorporated Administrative Agency, established its fundamental strategy on
international affairs, “PMDA International Strategic Plan,” in 2009 and
I po— specified the goals for its Second Mid-term Plan from FY 2009 to 2013. The
ternat
nternationat Frograms PMDA International Strategic Plan defines three targets and five basic
> News and Reports 02 strategies, and the agency has pursued steady implementation of actual
measures to achieve its targets.
* Pl nternational Vision - PMOA FPOCH Teward 3030 [Three targets]
= Road map for the PMDA International Yision (pdf) EEM I.  Strengthening of cooperation and building of collaborative relations with

' PMD& International Strategic Plan

Office of International Programs
International Harmonization

* APEC LSIF RHSC (coming soon)
Chinal/Japan/Korea Tripartite Cooperation
Bilateral Relations

Publications

International Arrangements

7 PMDA Update

Report from Washington D.C. Metro Area

the United States (US). the European Union (EU), Asian countries, and
relevant international organizations.

1. Proactive participation in international harmonization activities and
further contributions to such activities

Il Improvement and strengthening of information provision to overseas
countries

In November 2011, the PMDA released the "PMDA International Vision”
that described concrete goals to be attained in 5-10 years. In the vision, the
agency identified itself as one of the world’s premier medical products
regulatory agencies comparable to its American and European counterparts,
and set three goals that it was committed to realizing.

(1) Secure the highest level of excellence in performance
(2) Maintain a close partnership with the orient
(3) Actively contribute to international harmonization

http://www.pmda.go.jp/english/international/pdf/PMDA _International_Vision/20130527_roadmap.pdf
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