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& Oncology Pharmaceuticals: Reproductive Toxicity Testing and Labeling
Recommendations (Final), 2019.5.9.

&) REMS: FDA's Application of Statutory Factors in Determining When a REMS Is
Necessary; Guidance for Industry (Final), 2019.4.4.

A& Standards Development and the Use of Standards in Regulatory Submissions
Reviewed in the Center for Biologics Evaluation and Research; Guidance for
Industry (Final), 2019.3.25.

& Pediatric Information Incorporated Into Human Prescription Drug and Biological
Product Labeling; Guidance for Industry (Final), 2019.3.27.

& Draft Guidance for Industry; Enhancing the Diversity of Clinical Trial Populations
— Eligibility Criteria, Enrollment Practices, and Trial Designs (Draft), 2019.6.6.

&) Draft Guidance for Industry; Submitting Documents Using Real-World Data and
Real-World Evidence to FDA for Drugs and Biologics (Draft), 2019.5.8.

&) Draft Guidance for Industry; Postapproval Pregnancy Safety Studies (Draft),
2019.5.8.

&) Draft Guidance for Industry and FDA Staff; Initiation of Voluntary Recalls Under
21 CFR Part 7, Subpart C (Draft), 2019.4.24.

& Draft Guidance for Industry; Adjusting for Covariates in Randomized Clinical
Trials for Drugs and Biologics with Continuous Outcomes (Draft), 2019.4.24.
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&) Guidance for Industry; Considerations in Demonstrating Interchangeability With
a Reference Product (Final), 2019.5.9.

& Draft Guidance for Industry; Development of Therapeutic Protein Biosimilars:
Comparative Analytical Assessment and Other Quality-Related Considerations
(Draft), 2019.5.21.
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& Draft Guidance for Industry; Bispecific Antibody Development Programs (Draft),
2019.4.18
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&) Guidance for Industry; Recommendations for Reducing the Risk of

Transfusion-Transmitted Babesiosis (Final), 2019.5.9
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A& European Medicines Agency post-authorisation procedural advice for users of
the centralised procedure (Final), 2019.4.11.

&) European Medicines Agency pre-authorisation procedural advice for users of
the centralised procedure (Final), 2019.4.11

&) Commission Regulation (EU) 2019/480 of 22 March 2019 amending Council
Regulation (EC) No 297/95 as regards the adjustment of the fees of the
European Medicines Agency to the inflation rate with effect from 1 April 2019
(Final), 2019.4.1.

& Explanatory note on general fees payable to the European Medicines Agency
as of 1 April 2019 (Final), 2019.4.1.

&) International Conference on Harmonisation of Technical Requirements for
Registration of Pharmaceuticals for Human Use (ICH) Q3D on elemental
impurities -Step 5 - Revision 1 (Final), 2019.3.29.

&) ICH guideline E8(R1) on general considerations for clinical studies - step 2b
(Draft), 2019.5.8.

&) Draft ICH guideline E19 on optimisation of safety data collection - Step 2b
(Draft), 2019.3.29
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A& European Medicines Agency procedural advice for users of the centralised
procedure for similar biological medicinal products applications (Final), 2019.4.11
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& BWP Ad hoc Influenza Working Group Amended1 EU recommendations for the

seasonal influenza vaccine composition for the season 2019/2020 (Final), 2019.4.12

soloius e

) =R BEEMESSENAE 7|F) (Final), 2019.3.26

NMPAl HtO|22o|9fE &t

& HYERARBHEZSMEEEREREELRAZ(ASAIA g HO[Ee| 4l&at
H00 2o HolZE) (Final), 2019.4.11.

& Key Considerations in Using Real-World Evidence to Support Drug
Development (Draft), 2019.5.29.

N HREBHRHEEARFARERBasic technical requirements for drug tracebility
system) (Draft), 2019.5.16.

& Draft ICH guideline M10 on bioanalytical method validation - step 2b (Draft),
2019.4.12.

=

N BEEHHIERMERE ARER(Basic technical requirements for vaccine
traceability data exchange) (Draft), 2019.5.16.
& EEBHEARKIEE (Basic dataset for vaccine traceability) (Draft), 2019.5.16.

PA) s

M BRNRMEAVIEREEFEARIESENMES RS DOV LSAHS |t
7= X|E) (Final), 2019.6.11.
) BEAARMEFIXIERABEFEAESENR DS dHSDOIXX LdAHS ot

7|%& X% (Final), 2019.6.11.
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https://www.fda.gov/media/81152/download
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{FDA, 2016.10.14.; NIFDS, 2019.6.14



http://www.nifds.go.kr/brd/m_20/view.do?seq=12644
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FDA= HPO|A|E2{Q| CHA|ZEA| FHo| Yetoz Q2Z|X|E2[fZ 1}t HIO|A[R2{Q]
M Z=HIE e A% 8hd(interchangeability) E7H0f| CHSF %|F X| & (Considerations
in Demonstrating Interchangeability With a Reference Product; Guidance for
Industry, 2019.5.9.) Z& %}
HFO| QA2 E{O| M2 A (biosimilarity)2 T7ISHs HIW2A L7t S0 CHEh X0t
X| & (Development of Therapeutic Protein Biosimilars: Comparative Analytical
Assessment and Other Quality-Related Considerations, 2019.5.21.) &gt
CEst $4Xl "Food(Draft)rug, and Cosmetic Act,Off 2Jslf QIFECZ AX|El= Q&ZI0|
204 38 2322 EE Public Health Service Act;0fl 2} HIO|2OFEo= AR Zi0|H,
Ol ¢l=glol HIO|A |2 37 X CHM|IZ=A|7F 7 0|2t el

{FDA, 2019.5.10.>

g [O]=] 1939 6ESFEH MZX|=H TRG H7Iof Citt A|lH =203 29

FDA= 199 63 12€%H "19% 1238 31YMX| MZEX|ZH|(HCT/Ps; Human
Cell, Tissue and Cellular and Tissue-Based Products)’l 21 CFR 1271.10(a)2|
Jl=8 BFAI|I=X0| st TRG(Tissue Reference Group)e| H7IE *|CHst
322 Y O|LHo MEste Al Z=ZI(TRIP, TRG Rapid Inquiry Program)=

i Ct21 22 AEE MEStoof 2 ™AL
| st 2, @XAt7Hautologous) = &F
(allogeneic) BEE Zatct= HME2| 7| &(source), ®Z=(recovery) A|TEFEH
AHE AIETMX] MEO| O{EA 7S El=X0f ot CHAE F=st 49, @XM E2
oot MY FOFEE, OMEXENE SX0A MEE I Zast 7|7
L= 7 EIX] &)0f oigh 29
TRG= A 8XA7L Mzt A2E HESHO A21 CFR Part 12711t Public Health
Service Act(PHS Act) section 3610 2|8 X == HCT/P APHS Act section
351 S/EE= Federal Food, Drug, and Cosmetic ActOl 2lslf 2|2FE(drug), 2=
7|7|(device), == HIO|R29|2E (biologic) 22 THAE|= HCT/P AHCT/PE HECh
CIX| %S AFDARF AIFAE 7Hol FIFHQl =0 HQ 5o HHES Mg
{FDA, 2019.6.12.>



https://www.fda.gov/news-events/press-announcements/statement-acting-fda-commissioner-ned-sharpless-md-policy-advancements-help-bring-interchangeable
https://www.fda.gov/media/124907/download
https://www.fda.gov/media/125484/download
https://www.fda.gov/vaccines-blood-biologics/trg-rapid-inquiry-program-trip

&= [(01=] rDA, D] 2 L HIO|22|2HE 9| 7 Z(monograph) SH o]
== o3t 22

o 19974 HM™E FDAVICHSIE (FDAMA, FDA Modernization Act)Ofl 2} XEH
40| EXSt= 8% e HES M5t 2 MERMe D224 #4E2
Toljof &

« FDAE HIO|RQO|%EZ 2EAFC=Z =&t JIHKO7| M0 gdoladtEnt=
e "SYsame)d = 8l MEfM HIO|QA[ZE7F #429| 7|&S &5t/
2 = USE X

« OE &0 e[X|2oAYZE2 40| sME 8% 2L 28H 2

X} Sh= HO|A|ZE 2t MER M 3782z Qo Hades 4 7|&Es

e =

Al S
S5O X & ALH, Ol HIO|QAIRE 37t Mz2 &T
(o] k=3
=]

Il
ot

[¢)

I

{FDA, 2019.6.12.
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« EMAS| BWP Ad hoc Influenza Working Group= HH4l MZHXLOIA 19 7+
AZ 4 o Ao Zote|0{0F St= S HiO[2A dEs det

o 37} ZZ HAE AHIQHY M2} A/Brisbane/02/2018 (HIN1)pdm09-AH HEO|2{ A,
A/Kansas/14/2017  (H3N2)-SAHIO|2{2,  B/Colorado/06/2017-SAt  HIO|2{A
(B/Victoria/2/87 A&)& =ZetdloF ¢t

o 47t SZ WA MZE ol B/Yamagata/16/88 HIO|2{A AHEQ| HHAl HO|HAE
Ar&dSte MzERM= 37t 54 #4 M=o H1E & 7HX] By =& Hiol2 &
Q|0j| B/Phuket/3073/2013-FAt HFO|HAE It = QU

« BWP Ad hoc Influenza Working Group2 SZ+ @4l K| =

M= HiQF ghAhnp Q=) JHEHA(live attenuated influenza vaccines)2| X|Z0|
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{EMA, 2019.4.1.(2019.5.20. Update)>



https://www.fda.gov/drugs/news-events-human-drugs/cder-conversation-ensuring-standardization-does-not-impede-biological-product-innovation
https://www.ema.europa.eu/en/news/update-eu-recommendations-2019-2020-seasonal-flu-vaccine-composition
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- HE =0 MEH M= % FEHIVIEL AEs AdFE 358 ARV|EH(=
MPEERTIMS oY 2A=7|2HoM M=ED, YIS (EKFAE)E SN
20N X|2E0| gle 2oL 4SS fAgsts 2E0 et NzH=ZA
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ES07tE A @20 XA BEAY = AS

<{NHC, 2019.3.29.>

[E=1 199 58 NMPAS ™iil FHA|IARO| M CIO|E 2AUS

o B?2 X[E x2S TE

« NMPA= 20161t 20182 =& Wil /RE AUS 0| #Hil RFIZO| Cht
452 dootn FHAIAYS =HESHUCD 851 OlF ¢l3f EReh HolH
Us B2 XY xots g8y

o XY =2 WA FSO| Folots EZE M VXL MEYH, HE7I0IA
M&ohoF 3t HIOIH ME =0 thell CHED A0, NMPAS X|H 2=QH0f Cist
g2l oS 6 152 e

<NMPA, 2019.5.16.»

o CDEE A&t 1184 118 ZEHOY 00 19d 58 AMAIZAY 26EFS FIIE
LHSIO & 66252 YMAFHUAS XEE

o YMAIFAYOIE, Xt 108 S O/=, EU, YE0= SEEJ2L, 0=
SELX| %2 FHESKEN 5 S Bt 2YS oSt M =
[qe Lo iALE Fuist AMA O|FO| Us QAEC=E, EHHZEE Sl
MAL 712t2 = £+ AUS

<CDE, 2019.5.29.>



http://www.nhc.gov.cn/wjw/yjzj/201903/01134dee9c5a4661a0b5351bd8a04822.shtml
http://www.nmpa.gov.cn/WS04/CL2079/337793.html
http://www.cde.org.cn/news.do?method=viewInfoCommon&id=314862
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« TGA= 'Therapeutic Goods Act Ol M2t HA|El= 2|=ZH|Z0]| Chet 2= &30 it
=22 1949 5 WY TABIZCH, 119 78 1LREH JNHE fpETF HEE

<{TGA, 2019.5.23.>
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{Government of British Columbia, 2019.5.23.>



http://www.pmda.go.jp/review-services/drug-reviews/user-fees/0001.html
http://www.pmda.go.jp/files/000228943.pdf
http://www.pmda.go.jp/files/000228944.pdf
http://www.pmda.go.jp/files/000228945.pdf
https://www.tga.gov.au/book/export/html/874603
https://www.canada.ca/en/health-canada/services/publications/drugs-health-products/fees-drugs-medical-devices.html#s3
https://news.gov.bc.ca/releases/2019HLTH0080-001072
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New Observers
o OfZSIE|LHANMAT), O|ABIAUCPED), 2ECHIFDA), AFRLC|Of2H|OKSFDA)

New Topics
* Q5A(R2) Viral Safety Evaluation of Biotechnology Products Derived from Cell Lines

of Human or Animal Origin
e E6(R3) Guideline for Good Clinical Practice
» E2D(R1) Post Approval Safety Data Management: Definition and Standards for
Expedited Reporting
* A new Guideline on Non-clinical Biodistribution Studies for Gene Therapy Products
{ICH, 2019.6.14.>
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https://www.ich.org/fileadmin/Public_Web_Site/News_room/B-Press_Releases/ICH_Press_Releases/ICH38Amsterdam_PressRelease_2019_0614_Final.pdf
https://www.mfds.go.kr/brd/m_209/view.do?seq=43108&srchFr=&srchTo=&srchWord=&srchTp=&itm_seq_1=0&itm_seq_2=0&multi_itm_seq=0&company_cd=&company_nm=&page=1
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MHLW

PMDA

NMPA

NHC

TGA

WHO

[0]=] Food and Drug Administration (A&2|A4FtHH)
www.fda.gov

[ &] Europe Medicine Agency (9 &2|AEH)
WWw.ema.europa.eu/en

[2&] Ministry of Health, Labour and Welfare (F4=&4)
www.mhlw.go.jp/index.html

[2+£] Pharmaceuticals and Medical Devices Agency (2|%E2|=27(7|FE7|H)
www.pmda.go.jp

[5=] National Medical Products Administration (R7t%E S22 =)
WWw.nmpa.gov.cn

[5=] National Health Commission of the People's Republic of China
(EoEAf D)
www.nhc.gov.cn

[5=] Center for Drug Evaluation (2|2&E7HE)
www.cde.org.cn

[23F] Therapeutic Goods Administration (HH2|EXEH)
www.tga.gov.au

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

[= X 7|7 World Health Organization (MAE7])
www.who.int

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