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2.1.1.1. FAERS(FDA adverse event reporting system)
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< MedWatch AtOlEE B3l ooFF AME & A o] 3Atd &

1& & AdFYY. MedWactch Al 2~#l2 FAERS®} /‘c}il}%o}i 9}2
H FDAE= Ao #uiE e oofEe Ald 3 dxddAgE 9l
MedWatchel]l A" og HuHE AR o FE3tal 54Ut FAERS
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E2B)oll m& =AZAQL o)A B rlol=gild AAH low
o] HlolEHo] 28] o]dAtd B Fofe F{(medicaion error)+ MedDR
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< 18 2. FDAYA +9 < MedWatch Alo]ED

Begin Online Report

Consumer/Patient

(FDA Form 3500) (FDA Form 3500B)

Click aqui para instrucciones
generales En espaniol

En espaiiol para el consumidor

| paciente (formulario 35008 de a
FDA)

[ Continue an incomplete report ]

Click here to continue filling
out an incomplete repart. You
will need Report ID and Report
Date. You will have 3 days to
complete this report from the
start date.

< &4 FDA Fd3>
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5 T MAOCIAM JHAIHOILL O|gALY B S O[9FF 7R, of7F A AT = QHEEe| & HF 7| ¢
HE2|of ME3te IMEZT 24E0\(AF 102742 E0j= F4)

_’|2_



T4y

<19 3 wl=oll A oAt Bal A Basjof & &)

SECTION A: PATIENT INFORMATION v
SECTION B: ADVERSE EVENT or PRODUCT PROBLEM v
SECTION C: PRODUCT AVAILABILITY v
SECTION D: SUSPECT PRODUCTS v
SECTION E: SUSPECT MEDICAL DEVICE v
SECTION F: OTHER (CONCOMITANT) MEDICAL PRODUCTS v
SECTION G: REPORTER v

< & : FDA 94 >

Ra¥ olAAElE FDA W¢ CDER(Center for Drug Evaluation
and Research) % CBER(Center for Biologics Evaluation and Research)
o] AL e o3 AEHM, A Avte] BRIF FRAEHE A
OE Hloly Hlo] 25 &35t sl Antg] HHE tigk A5V o] F
of Ut Arte] AR FA) gk A Aot RS A2dE ol A
OFE25 slsUT. FDAE o83t A7 23&E vee=E <hdA 4
HE INSoA ADen FW AZS BEstr] s oJekEe] &7}

G WARAY A T JFEL AFelA 3FEE 5o Y
Ag AN AHU

FDA= FAERSE &l 2 ol dAte His 3 - 2435t1

o8 B3 we i FRE YT QAW AF HolEs} A
l= WA dUth FDAYIA 4@t FAERSS #AE thest
2HUth A WAR BuE oAzt AFED NEA ABATE 3
L Re ohieks AUt Ukt FDAS olaAbel B A AlE
o dsbgAel @ FHE 274 won, HuE oAU 33
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FEI FRE LT dE AL oy EYUT. F WAE FDA
T EE o Al &2 oF Fof Rl de HiE Te AL
oldel= AYUTh AAZ BE 84 dF 5o AFo] AR v
Hof 2 ZIZE, o dAtElel thal LB BE SOl o dAtdE oA R
o 9F= € 7 W] WEAUT vIARC R, oA Hi= )
gl AlzGA A o FHoE o]Fod £ 907] W&ol FAERS H o]
B ol dAte] Aoy Fof oF WAES AEstet AFSEHA &
£ X 52 FDAE FAERS dlolEe] @A% o

o|x¥ FAERSe| Hud 7d o] Aty R X}JEU} o] 7HA]
AA S 7HAAL Jde A2 Aoy olgA 3
w48t FDAE v 22 o8 7}11 /\l H-&
A AEE Xﬂ*fi}ﬂ AT & FDA+E gld HA4<]
o’ FAtdll ths &71"B= FARES A]AH& Ed ARE A Fsn
ARem™, 20073 9¥ 27%_‘ o]% 5<% NDAs(New Drug Applications
(NDAs)) % Biologic License Applications(BLAs)oll th3dl Al & oFA A
ARE 993l Post-marketing Drug and Biologic Safety Evaluations
= o208 AHRE AFd YsYth T3, CDER(Center for
Drug Evaluation and Research)® 3 - 243 A& F oJekx <bA
A - rade tier ARE I9 49 o] AFsta sy

r;'ﬂ H{MH

<19¥ 4. FDA¢] Medical Product Safety Information>

FDA Updating Warnings to Improve Safe Use
of Prescription Stimulants Used to Treat
ADHD and Other Conditions.

F share X Post | in Linkedin = % Email & Print

[Posted 05/26/2023]
AUDIENCE: Patient, Health Professional, Pharmacy, Psychiatry, Pediatrics

ISSUE: The FDA is requiring updates to the Boxed Warning and other information to
ensure the prescribing information is made consistent across the entire class of these
medicines. The current prescribing information for some prescription stimulants does not
provide up to date warnings about the harms of misuse and abuse, and particularly that
most individuals who misuse prescription stimulants get their drugs from other family
members or peers. Further, individuals who are prescribed stimulants are often faced with

< =4 FDA +83 >
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AN ARE A Fst= +H  ‘FAERS dashboard’” & E3 33t o)
Al R 3 HolE S thEolAl F/Msta sy th FAERS dashboard:=
AFEZLS] g Ftof wel FYOT F JYEE ¥E QU EFEA o] &
T& AH&stHA dlolHE o A st AFEA oAl A3 A B}

AEE AT F LU

< 18 5. FAERS Public Dashboard >

Q Search Disclaimer ~ ReportaProblem  FAQ  Site Feedback

Total Reporss Sericus Reparts (excluding death) Death Reports

#1719,623 A799,905 0147893 WepartsDy gt T '

Reportsreceived by Report Type Reports received by Report Type

560,000 .
 Direct

B Expedited
W Non-Expedited

Quarter Q Report Type Q
466,000

487,731

Total Reports Expedted Non-Expedited Direct 100,000

415,947

TotalReports 1,719,823 833,143 -345,921 41,659
Q12615 416,231 125118 181,287 9,825
Q22615 399,914 199,320 126,068 16,526 100,000
0312015 481731 198929 177907 16,895

0472615 415,947 209,775 185759 10413 L 6 4

160,000

Report Count

YA

<=4 FDA +d8¥ >

A E38A A A (therapeutic biologic products) Al8 & R1H o] AL
dS YeiiiH, o okF s{rtdAY) ofFHoE Bk kA AR
RuE A& R 3 (expedited)? 2} A 7] 2 al(non-expedited) = A

_‘_T__
S3 gUth ¥WE FDAY] vl SoERE i Bud AL
Direct2 EAFo] glUth o|4¥ FDAE ol4Atdl Bi AFE @
ol SofE & Qe AC|EE £9stel tFoA ol Atd BIEY

6) HE +% 2% 20l AFEH 80

) AR 22 EHOIIL MBS UHAE HOE SNSIE Ol Als 53] BRI UHA
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b ol AbElaR R >

VAERS Table of Reportable Events Following Vaccination®

Vaccine/Toxold

Event and Interval™ from vaccination

Tetanus in any combination, DTaP, DTP, DTP-Hib,
DT, Td, TT, Tdap, DTaP-iIPV, DTaP-IPViHib,
DTaP-HepB-1PY

momo ompe

Anaphylaxis or anaphylactic shock (7 days)
Brachial neuritis {28 days)

Shoulder Injury Related to Vaccine Administration
(7 days)

Vasovagal syncope (7 days)

Any acute complications or sequelas (including
death) of above events (interval - not applicable)
Events described in manufacturer's package insert
as contraindications to additional doses of vaccine
(interval - see package insert)

Partussis In any combination; DTaP, DTP, DTP-
Hib, Tdap, DTaP-1PY, DTaP-IPViHib, DTaP-HepB-
PV

momar oEe

Anaphylaxis or anaphylactic shock (7 days)
Encephalopathy or encephalitis (7 days)

Shoulder Injury Related to Vaccine Administration
(7 days)

‘asovagal syncope (T days)

Any acute complications or sequelae (including
death) of above events (interval - not applicable)
Events described in manufacturer's package insert
as contraindications to additional doses of vaccine
(interval - see package insert)

Measbes, mumps and rubelia in any combination,
MMR, MMEY, MbA

nm mo owp

Anaphylaxis or anaphylactic shock (7 days)
Encephalopathy or encephalitis (15 days)
Shoulder Injury Related to Vaccine Administration
(7 days})

Vasovagal syncope (T days)

Any acute complications or sequelae (including
death) of above events (interval - not applicable)
Events described in manufacturer's package insert
as contraindications to additional doses of vaccine
(intarval - see package insert)

Rubella in any combination; MMR, MMRY

=

Chronic arthrites (4.2 days)

Any acute complications or sequelae (including
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Vaccine-strain measles viral infection In an
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Vaccine-strain virus identified (interval -
applicable)

If strain determination is not done or if laboratory
testing is inconclusive (12 months)
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< % 3. v]= REMS¢ Element to assure safe us < A] >

Element to assure safe use Example

Health care providers who prescribe the Prescribers may be required to become certified and/or take training prior to prescribing the REMS drug. As

drug have specific training/experience or  part of the certification, prescribers may need to enroll in the REMS and agree to carry out certain activities for

be specially certified safe drug use. For example, a prescriber may be required to agree fo counsel their patients about the
particular risk or agree to enrall and/or monitor patients throughout the treatment course

Pharmacies, practitioners, or health care Pharmacies, practitioners, or other health care settings that may dispense REMS medications may be required

settings that dispense the drug may be to take the training, train staff, and oversee all processes and procedures needed to implement the REMS

specially certified requirements. For example, a pharmacy may need to put a process in place that includes verifying that the
prescriber of a REMS drug is certified, patients are enrolled, and that laboratary testing or other certain safe
use conditions have been carried out prior to dispensing the drug.

Drug be dispensed only in certain health FDA may require that a REMS drug be dispensed or administered only in a particular setting. For example, a
care settings such as hospitals drug may need to be administered or dispensed cnly in health care settings that have immediate access on-
site to supplies and personnel trained fo manage a particular adverse event.

Drug be dispensed with evidence of safe- ~ FDA may require that a REMS drug be dispensed with evidence of safe use conditions. One example of & safe

use conditions such as laboratory test use condition involves ensuring that health care providers and patients have signed a patient-prescriber

results agreement for a drug that can cause birth defects, so they understand the risk and the need to verify a
negative pregnancy test before the drug is dispensed to those patients who could potentially be pregnant.

Each patient using the drug be subjectto  FDA may require that patients using the drug are subject to certain monitoring during and/ar after treatment.
monitoring For example, patients may need to have periodic vision monitoring if the drug is associated with the risk of
vision loss.

Each patient using the drug be enrolled ina  In certain REMS, patients wha take the REMS drug may be required to be enrolled in a patient registry. The

registry patient reqistry may include all patients enrolled or a subset of all enralled patients that experience the
adverse event of concern. The purpose of a patient registry is to follow patients during and in some cases
after freatment with the drug
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< 2% 8. REMS PUBLIC DASHBOARD >

FDA Risk Evaluation and Mitigation Strategy (REMS) Public Dashboard

ToimlREMS ~ ActiveREMS ~ ETASU  ShaedREMS  Modifications ~ REMSRevisions ~ REMSReleased  REMS Summary Disclaimer ~ UserManual  FAQ  SiteFel

Annuzlly | Quarterly

AIREMS

0o

FYSTEYY AlREMS, 2000
AllREMS: AllREMS
ECll + o7 REMS: 7

= 2|2 2= 2 222 5|2
§ 5585855583 § %

A IRevs

Afrezz:
Alosetron Muliple Apri

Data as of November9, 2622
This page displays the REMS approved for a selected time pericd. The elements of the REMS reflected in the tabe are the e ements with which the REMS was initally approved.

< =4 FDA +d¥, 2022.12.14. >
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< 19 9 v]l= REMS oAl “clozapine” >

Approved Risk Evaluation and Mitigation Strategies (REMS)

 Share in Linkedin | % Email & Print

REMS@FDA

Contact Us | REMS Resources | ) Get REMS Email Alerts | Reports & Data Files | REMS Public Dashboard
Persons with disabilities having problems accessing the PDF file(s) below may call (301) 796-3634 for assistance.

The Food and Drug Administration Amendments Act of 2007 gave FDA the authority to require a Risk Evaluation and Mitigation Strategy (REMS) from manufacturers to ensure that the benefits
of a drug or biological product outweigh its risks

The table below provides links to currently approved individual and shared system REMS.

Information on historical and released REMS is available in downloadable: data files.

[ clozaping| Excel || CSV || Print

REMS Approved 4 Last Updated & MedGuide (MG)* $ Comm.Plan (CP) 4 ETASU § Imp. System (IS) %

Clozapine

Shared System REMS 09/29/2023 ETASU IS
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What updates have been made to the REMS?

09/29/2023 Updates to reflect a change in application ownership
11/10/2021 Modified to make changes to the hours of operations for the Clozapine REMS Contact Center.
07/29/2021 Modified to:
« make changes to the frequency of the submission of patient monitoring via a new Patient Status Form and make changes to the
pharmacy operations to verify safe use conditions for a REMS dispense authorization
= revise the third goal to read from "ensuring compliance with the monitoring schedule for absolute neutrophil count (ANC) prior to
dispensing clozapine" to "ensuring prescribers submit documentation that periodic monitoring of patients is performed to identify
severe neutropenia"
02/18/2021 Modified to:
« remove reference to Fazaclo (clozapine) and Jazz Pharmaceuticals Inc. from the following materials:
« Clozapine and Risk of Neutropenia: A Guide for Healthcare Providers
« Clozapine REMS Website
« add a previously approved generic formulation for orally disintegrating tablet produced by Teva (ANDA203039) to the generic products
table on the REMS website
11/12/2019 Revised to reflect editorial changes.
01/16/2019 Modified to incorporate the addition of educational materials, changes to the inpatient prescriber certification requirements and patient
monitoring, and initiating the operational restrictions for prescriber and pharmacy certification.
09/15/2015 Approval of the REMS.
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< e E HHoA A== 95755 CDM(Common Data Model,
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Evidence-Current Developments and Perspectives.”
International journal of environmental research and public
health vol. 19,16 10159. 16 Aug. 2022
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2.5.5.2. ¢ 8¢ 9 1F1
- Beaulieu-Jones BK, Finlayson SG, Yuan W, Altman RB,
Kohane IS, Prasad V, Yu KH. Examining the Use of
Real-World Evidence in the Regulatory Process. Clin
Pharmacol Ther. 2020 Apr;107(4):843-852. doi:
10.1002/cpt.1658. Epub 2019 Nov 14. PMID: 31562770:;

PMCID: PMC7093234.
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A A< 1Hste COVID-19 A E 7|3k 5<% REMS S FAMEH|
gk 7lol=2kQl  “Policy for Certain REMS Requirements During the
COVID-19 Public Health Emergency - Guidance for Industry and
Healthcare Professionals” & #&st #&H JA A =& F124 3t
RAEHT

COVID-19 " o= 3l FDAE A4 BUHE S F A
A7 A7 Aget Ay Ayl o] @ wf 54 REMS o efFol tigh
ghab ol thg WY T EFSk= REMSo| #3 o2 A& o}
olof gt A& AFstaA siFd 7ol =ekels xS o™, FDA
A IR F8 WEe o33 ZEyth
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