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-y S REQUIREMENTS Risk Assessment and Risk Mitigation Review(s) X
MEDWATCH-TO- Proprietary Name Review(s) X
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Drug and Biologics Registration | Product Approval Tracker®%!
USADLR— M5l

Application/ Active Substance
Name Active Ingredient(s) Submission Typa |Application Number |Status FDA Biological Type |FDA Chemical Type
MEMN'S ROGANE minceidil =MDA 218312/016 Known active substance Mot applicable Mew dogaze form
CADUET amlodipine ; atorvastatin MDA 21540/047 Known active substance Mot applicable MNew combination
GOMNAL-F RFF follitropin slfa sBLA 21765/013 Known active substance Therapeutic biologic Mot applicable
GOMAL-F RFF follitropin slfa sBLA 21785/014 linown active substance Therapeutic biologic Mot applicable
GONAL-F RFF follitropin alfa sBLA 21765/044 Known active substance Therapeutic biologic Mot applicable
PROGRAF tacrolimus =MDA 210115/004 Known active substance Mot applicable Mew dogaze form
ASTAGRAF XL tacrolirus MDA 204086,/009 Known active substance Mot applicable Mew dosagze form
GOMNAL-F follitropin slfa MDA 20378/045 Known active substance Therapeutic biologic Mot applicable
GOMAL-F follitropin slfa MDA 20378/067 linown active substance Therapeutic biologic Mot applicable
GONAL-F follitropin alfa sMD& 20578/075 Known active substance Therapeutic biologic Mot applicable
JALYM dutasteride | tamsulosin hydrochloride =MDA 22460/011 Known active substance Mot applicable MNew combination
MARGENZA rnargetuximab—cmkh MDA 61150 Mew active substance Therapeutic biologic Mot applicable
OFDMOD nival Link to Product
Boxed Medication Pediatric Approval
Warning Guide REMS Use FDA Supplement Type FDA Supplement Rationale Document
Mo Mo Mo Mo Mon—efficacy supplement For rewised container (can) lsbel, consumer informat] 323554
Mo ] Mo Yes Mon—efficacy supplement For revise the drug product established name to “Ar323583
Mo =3 Mo &=] Mon—efficacy supplement Provided to comply with content and format of labelif323515
Mo =3 Mo &=] Mon—efficacy supplement Provided to comply with content and format of labelif323515
=] (=3 [ill=} Mo Mon—efficacy supplement Provided to cormply with content and format of labelifd23515
Vs (=3 [ill=} Yes Mon—efficacy supplement Provided for updates to sections of the labeling baseqd22517
Ves Wes Mo Yes Mon—efficacy supplement Provided for updates to sections of the labeling baseq325510
Mo Mo Mo Mo Mon—efficacy supplement Provided to include updated safety information consiq@2aa72
Mo ] Mo Mo Mon—efficacy supplement Provided to comply with content and format of labelif328372
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\_@ 27 U.S. FOOD & DRUG

Our STN: BL 125761/0 BLA APPROVAL — ANIMAL RULE

July 20, 2023
Emergent Product Development Gaithersburg Inc.
Attention: Preeya Lowe
300 Professional Drive
Gaithersburg, MD 20879

Dear Ms. Lowe:

Please refer to your Biologics License Application (BLA) received April 20, 2022,
submitted under section 351(a) of the Public Health Service Act (PHS Act) for Anthrax
Vaccine Adsorbed, Adjuvanted.

LICENSING

We have approved your BLA for Anthrax Vaccine Adsorbed, Adjuvanted effective this
date. You are hereby authorized to introduce or deliver for introduction into interstate
commerce, Anthrax Vaccine Adsorbed, Adjuvanted under your existing Department of
Health and Human Services U.S. License No. 2089. Anthrax Vaccine Adsorbed,
Adjuvanted is indicated for post-exposure prophylaxis of disease following suspected or
confirmed exposure to Bacillus anthracis in persons 18 through 65 years of age when
administered in conjunction with recommended antibacterial drugs.

The review of this product was associated with the following National Clinical Trial
(NCT) numbers: NCT01263691, NCT01770743, NCT04067011, NCT03877926.

MANUFACTURING LOCATIONS

Under this license, you are approved to manufacture Anthrax Vaccine Adsorbed,
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FDA Approval PackageZCortellisTAFIEAUYN

Product Approval Tracker (USA) D& Approval Package PDFJ 7 1 JLOFHE S

KED1997E U BEDERHHNDA, BLA, Efficacy Supplementic DT+ EReview I 7 TLIDICHEZNTNS
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o JRZBPEIE. EISE :

- FHIE, 5K

- BERFEH. #AGZH. TFAMOEL (Review Cycle)

« Priority Review, Breakthrough Therapy/ EDEE - FBX D

« A-TF72RSVIBEDEE

'_\';arsj and bn‘d}' \velght‘ ranged from 4010 1136 Eg (median 67.1 ké)

Baseline clinical characteristics are summarnized in Table 2. Fifty-four percent of the
patients had involvement of both the ileum and colon and 76% had extra-intestinal
manifestation of disease (most commonly arthralgia, arthritiz, 2nd aphthous stomatitis).
Nearly half of the pati m (49 1%) had previous segmental resection of the colon. The
median baseline CDAI was 306, defining the majonity of patients as having moderate to
severe disease activity.

Table 2. ine Clinical Char istics of Patients Enrolled into Clinical Trial
Tl
Vo ot = P]a_t.e!)u imgkg 10 n_lg(kg 20 Iilngﬂi.g
« REMS (URIEHETH) RMIDOBE S— =i | = | e | ch
- N I\ medla_n]eals | 84 11.1 89 139
b Approval PaCkage/\O) IJ / C (Co rtel I ISI g) Td\ t lralved zee Tleum 8 (32%) 3 (11%) 1(14%) 2(71%)
Colon | 7(28%) 9 (33%) 10 (36%) T(25%)
Tleum & colon | 10 (40%) 15 (36%) 14 (50%) 19 (68%)
Hx resec tions 13 (32%) 12 (44%) 14 (30%) 14 (50%)
S Extra-intestinal zigns |17 068%) 19 (70%) 24 (86%) 22 (79%)
}E% {9“ Fistulae 6(23%) 3(18%) 3(11%) 6 (21%)
CDAT - median 283 306 312 308
= IBDQ - median | 129 118 113 11
. BEOEERNERCELLBEHEARS Bas R

Concomitant Medications. No significant differences were found with respect to
concnm.lmn‘lmedmm nsused th IJ.n f th.n d isease Sixty percent o fp atients

o JRBIEEAOEGE/\ R DT A EICEERBODFRICEUZEIM

I D
FDAM S Complete Response LetterhFiT=1.
BERZEULET—X(CDULWT. FDADIEIHEIEZHER T

f patients were
y porlne 6-MP, azat ﬂmprme and/or
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Application/ Active Substance
Name Active Ingredient(s) Submission Type |Application Mumber [Status
MEN'S ROGATNE rmincidil MDA 21212/016 krown active substance
CADUET arnlodiping ; atorvastatin MDA 21540/047 krown active substance
the Excel Spreadsheet attached to this POF, please click the paperclip icon. GOMAL-F RFF follitropin alfa =BLA 217654013 Kriown active substance
see the paperclip icon, please ensure you have the PDF viewer extension for GONAL-F RFF fallitropin alfa sBLA 21765/014 Kriown active substance
your browser. GOMAL-F RFF follitropin alfa zBLA 21765/044 Frown active substance
fing difficulties please check the System Requirements or contact Customer PROGRAR facrolimus sMDA 210115/004 Known active substance
- ort for Hel - ASTAGRAF XL tacrolimus shDA 204056005 Kniown active substance
2UBEOT §or RElp. GONAL-F falliropin alfa MDA 20378/045 Kriown active substance
GOMNAL-F follitropin alfa MDA 20378/ 067 krown active substance
GOMAL-F follitropin alfa E= P 20372/075 Frown active substance
AL dutasteride ; tamsulozin hydrochloride kDA 22460/011 Krown active substance
TABRGENZA rrargetuximab—cmkb MDA 61150 Mew active substance
CPDIO nivo lumab =BELA 125554085 Mew active substance
FEMTORA fentanyl citrate E= Y 21847 /030 krown active substance
SUBEYE fentany! E= P 202728/021 Frown active substance
LaZAaMNDA fentanyl MDA 22R69/020 krown active substance
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Regulatory Authority Product Approval Trend Dl
XIZR : European Union, USA

End-Year Guide 2022

» Product Approval Information ) o
Biologics vs Chemicals Median Approval Time per Application (Days): @ Number of Orphan Status Granted

among Approved Products Biologics/Chemicals
* Drug and Biologics Registration | Product Approval Tracker

* Combination Product Registration | Product Approval Tracker

* Pediatric Studies | Product Approval Tracker

¥ Regulatory Authority Product Approval Trends | Summary Charts
European Union, USA

i Median Time for CHMP o Dl on [days) (snce.
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Risk Management System Tracker®#l
XI5k : European Union, USA

» Product Approval Information

* Drug and Biologics Registration | Product Approval Tracker

* Combination Product Registration

Product Approval Tracker

* Pediatric Studies | Product Approval Tracker

v

Regulatory Authority Product Approval Trends | Summary Charts

¥ Risk Management System Tracker

European Union‘j%

A B c D J K L I M
Link to Product
1 |Approval Document Regulatory date Name Active Ingredient(s) REMS Status |REMS/RMiM — Rationale Identified Risk Population at Risk REMS Type REMS — Medi
FivEr] 0B-2ep-2023 LOTROMEX alozetron hydrochloride Feszcinded The elements to azsure safe use are no lonzer Ischemic colitiz and serious complications of Mot specified Individual Mot applicable
neceszary to enzure the benefitz of the drug outweigh  [constipation
the rigks, a REME is no longer required for LOTROMNEX.
2
Fivcy b 24-ALg—2023 TYSABRI natalizumab |pdated Modified to make change to the REMS Document, Prozressive multifocal leukoencephalopathy (PRL) Mot specified Individual Yes
Prescriber Enrolliment Form, Patient Enrollrent Form -
hultiple Sclerosis, Patient Enrollment Form - Crohng
Dizeaze, Pharmacy Enrallment Farm, Infuzion Site
Enroliment Form, Educational Slide Set, Overview,
Understanding PhL for Gastroenterologists = Crohns
Dizeaze, Pre-Infusion Patient Checklizt, Patient Status
Report and Reauthorization Questionnaire, Initial
Dizcontinuation Gluestionnaire and §-hdonth
Discontinuation Gluestionnaire materials.
&
FOS05 24-fLg-2023 TYRUKO natalizumab—sztn Approved Tnitial REMS. Progressive multifocal leukoencephalopathy with the Mot specified Individual ez
presence of anti—JCY antibodies
4
SO0E0 14-fug—2023 ELREXFIZ elranatamab—bcrmm Approved Initial REMZ Ciytokine Release Syndrome (CRS), and neurclogic Mot specified Individual Mo
toxicity including Immune Effector Cell-Associated
MNeurotoxicity Syndrome (ICANS)
5
G071 1d-Aug-2023 HEFZATO KIT melphalan hydrochloride Approved Initial REMZ. Severe peri-procedural complications including Mot specified Individual Mo
hemaorrhage, hepatocellular injury, and thromboembolic
events
5}
60455 OB-ALg—2023 TALVEY talguetamab—tavs pdated Modified to update the REMSE name from TECWAYLI - Cytokine Release Syndrorme (CRE) Mot specified TECWAYLI and TALVEY Mo
REME to TECWAYLI and TALVEY REME in the labeling = Meurologic toxicity including Inmune Effector Cell-
and proposed modifications to the approved TECWAYLL  |Associated Neurotoxicity Syndrome (ICANS)
REME to form a cormbined REME with talguetarmab.
=
o ™
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Medical Device Registration | Submission and Approval Tracker®l
X5k : Canada, USA

AR B E D FEREVS(C(ECortellis Regulatory Intelligence Medical Devices & IVDsDZEZHINBE(CRDF T

» Product Approval Information

¥ Medical Device Registration | Submission and Approval Tracker

Canada, USA

e Lomblnatnoﬁ:d uct Heglstratlon | ‘JLIDHISSIDH and Approval Tracker

A B @ D E F G H I J K |
1 |Product Name ~ lApplication Number ™ |Product Class |~ [Review Category ~ |Intended Use(s) " |Legal Basis |~ [Product Code |~ |Company ~ |Receipt Date ~ |Approval Date ™ [Review Type | ™ Li_J
BD Vacutainer KZEDTA & 213670 I Clinical chemistry ; Hematology BD Vacutainer EDTA Blood Gollection Tubes are 21 CFR 8621675 G Becton Dickinzon and Co. 22-Mow-2021 25-fug-2023 277
K3EDTA Blood Collection evacuated, sterils, single uss, in vitro diagnostic medical
Tubesz devices. They are intended to be used by trained

healthcare profeszionalz for the collection, containment,
preservation, and transport of hurman venous blood
specimens used for in vitro disgnostic testing; BD
Wacutainer KEEDTA and K3EDTA Blood Collection Tubes
are used for testing in hematalozy including white blood
cells (WBC), red blood cells (RBC), red blood cell
digtribution width (RDW), hermoglobin (HeB), heratocrit
[HCT, rean corpuscular volurne (MGY), mean
corpuscular hemoglobin (MGH), mean corpuscular
hernozlobin concentration (MCHC), platelets, and S—part
white blood cell (WEC) differential counts (neutrophils,
lymphocytes, monocytes, eosinophilz, basophils).

2
MOMTAGE Settable, k213418 I General ; Plastic surgery Faor the control of bleeding from cut or damaged bone by (Mot available MAT Crthocon 20-0ct—2021 F0-fug-2023 277
Resorbable Hemostatic Bone acting as a mechanical barrier or tamponade. The
Puitty material may be uzed during surgical procedures and in
treating traumatic injuries. MONTAGE iz alzo indicated
for use in the control of bleeding from bone surfaces in
cardiothoracic surgery following sternotomy.
3
hedicloze System k213271 I Gaztroenterology products ; Urology & zingle—use suturing device indicated for approximation (21 CFR 876.1500 QCW Health Walue Greation BY 30-Sep-2021 A -Aug—2023 a7
of tizsues and percutaneous suturing of port-zite fascia trading as Corporis Medical
wounds following laparoscopic surgery.
4
Accu—Chek Solo micropump  [K213134 I Clinical chemistry For the subcutaneous delivery of insulin, at st and 21 CFR 8805730 GFG Roche Diabetes Care Inc. 27-Sep—2021 10-Aug—2023 277
zyztem with interoperable variable rates, for the management of diabetes mellitus
technolozy in persons requiring insuling Able to cormmunicate with
il dizitsll tad deul il i
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Regulatory Consultants

Clarivate Analytics professional regulatory intelligence specialists
work with an international network of consultants, each with an in-
depth local expertise.

As a result, each Cortellis Regulatory Intelligence™ country
module contains detailed and continuously updated Regulatory

Summaries written by experts from the region.
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| | A==,
o W -?'--?.2"{\ &:’- i
(% 9% I -

12 | AClarivate Analytics solution



F—HR—ZDERSECHIBERCET 38MVShEL

DSUNRA
PDRII—T7

Tel : 0800-170-5577 (JU—41YJL)
F7=(3 03-4589-3107

Email: ts.support.jp@clarivate.com

3 Clarivate”



	スライド 1
	スライド 2
	スライド 3: Cortellis Regulatory Intelligence 製品承認関連文書の収録状況
	スライド 4: 1.既承認医薬品/医療機器の審査・承認関連文書の検索
	スライド 5: Quick Searchを使った検索
	スライド 6: Quick Searchを使った検索
	スライド 7: Quick Searchを使った検索
	スライド 8: 2. 製品承認情報の分析やリスク管理計画等の入手に役立つCortellis独自レポートのご紹介
	スライド 9: Intelligence Reportへのアクセス
	スライド 10: Intelligence Report – Product Approval Informationのセクションを開く
	スライド 11: Drug and Biologics Registration | Product Approval Trackerの例
	スライド 12: FDA Approval PackageをCortellisで入手するメリット
	スライド 13: 参考：Regulatory Intelligence Reports – 2つのExcelファイルダウンロード方法
	スライド 14: Regulatory Authority Product Approval Trendの例
	スライド 15: Risk Management System Trackerの例
	スライド 16: 医療機器承認情報 Medical Device Registration | Submission and Approval Trackerの例
	スライド 17
	スライド 18: 画面右下の”？”アイコンからサポート情報にアクセス
	スライド 19: 規制調査のサポート
	スライド 20

