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Approval time is calculated from the date of submission to the date of approval by the agency. This time includes agency and
company time. EMA approval time includes the EU Commission time. N1 = median approval time for products approved in 2021;
(N2) = median time from submission to the end of scientific assessment (see p.27) for products approved in 2021.
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Figure 2: NAS approval time for six regulatory authorities between 2012-2021 © 2022 CIRS, R&D Briefing 84
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Figure 4: NAS median approval time by review type for six regulatory authorities between 2017-2021
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TGA introduced an expedited (priority) review programme in 2017. Approval time is calculated from the date of submission to the date of
approval by the agency. This time includes agency and company time. EMA approval time includes the EU Commission time. N1 = overall
approval time for 2020; (N2) = time from submission until the end of scientific assessment (see p.20) for 2020.
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PMDA-ATC A> 31 >4

F S A E-learning Training Courses
I PMDA-ATC E-2——>»% (YouTube) I Training Courses for specialized fields
R > PMDAT 75 375, ERHARERR0 crl B g c o THETL T E 7. SREE DA The PMDA-ATC offers you videos regarding some specialized fields in the regulator-only website.

RImBNIEN f#hilE EHH 202252

To start the training courses, please register by the following steps;

) (GMP) Remote GMP Inspection - PMDA-ATC E-lear...

1) Access to the application page, please fill in the form and submit it.

(https:fwww12 webcas net/form/pub/pmda-atc/e-learning02 th )

2) Please select the course(s) of your interest from the list.

R G M P 3) After checking your application by the secretariat, PMDA-ATC will send you Login ID and password
e m normally within 5 business days.

4) The viewing pericd of the course(s) is about two months. Your login 1D will become invalid at the end

I n s p e ct i o n of the following two months.

5) A certificate of completion of the course can be issued.

Course List
E3 ERVouTube

Course Duration Last updated
ES—— 4570 1. Quality Control (Herbal Medicine) 108 min 2021.04.15
H55Y CEas mE 2. Medical Devices Review 134 min 2021.08.04
1. Review 2022.3.1 GRM 35BN 3. Pharmaceuticals Review 98 min 2021.08.31
2. Safety 2020.10.31 TeMEEHRE 27 wBm 4. Multi-Regional Clinical Trial (MRCT) 85 min 2021.10.20
3. Relief 2020.10.31 EEmE|IFRREHERE 37 BN 5. Pharmacovigilance 135 min 2021.10.29
4. Medical Device 202215 COVID-19 ##&F+-+ 27 800
5. GXP New! 202252 UE—+GMPEEE 27800 l Apply for E-learning Training Courses ‘ﬂ ]
CRS TuFLuiEll, EREsh T T vE el

6. PMDA Efforts 2022.41 -

OlogIn

" “Asia Training Center for Pharmaceuticals and
Medical Devices Regulatory Affairs &
(PMDA-ATC)
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