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Drug Safety Standardized Requirements and Procedures

Major Drug Recalls and Market Withdrawals, 1960-2010
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http://ictd2015.lillycoi.com/
http://www.healthcarecolleges.com/news/medicine-gone-wrong-timeline-major-drug-recalls.html

FDA Required Trammg for Reviewers

6-9 Months
CDER NDA/BLA Regs and Policies (classroom or online)

CDER Review of Clinical Trials
OND Ready, Set, Review

OND: Office of New Drugs

OTS: Office of Translational Sciences

OND 2017 Clinical Review Template Introduction
OND The Road to Assessing Benefit and Risk

CDER MaPP 6010.3 Clinical Review Template Attachment B (Safety Review, p. 36 — print
resource)
http://inside.fda.gov:9003/downloads/aboutfda/centersoffices/officeofmedicalproductsandt
obacco/cder/manualofpoliciesprocedures/ucm080121.pdf

CDER Learn the Safety Dance

OTS MedDRA Training— | & I

OCS: Office of Computational Science

OCS Data standards training Standard Data

OCS JMP and JMP Clinical Training (multiple modules) Standard Analysis Procedures

FDA Library Electronic Resources

FDA Library Training: Introduction to PubMed/EBSCO Host/Research Tool



https://www.fda.gov/media/80047/download

CDISC is the Standard to Use
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Widely Used in Industry and Regulatory Agency
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CDISC Enables Efficient Streamlining of Clinical Trial Safety Evaluation

Geoffrey Mann, Thomas J. Pedersen, Rebecca Lyzinski, Anisa Scott, John Cromer, Meichen Dong,
Andrew J] Foglia, Nora Varga, Sam Gardner, Christopher J. Kirchberg, Byron A. Wingerd,
Russell D. Wolfinger*®, Wenjun Bao*

IMP, SAS Institute Inc., Cary, NC 27513

CDISC Special Issue in: Papers in this issue also by:

US FDA
Japan PMDA

Journal orme Society for
Clinical Data Management

Danish Medicines Agency
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FDA NDAs or CRs for Safety

9.2

5

Review of Safety
5.2.1. Safety Review Approach
5.2.2. Review of the Safety Database
5.2.3. Adequacy of Applicant’s Clinical Safety Assessments
5.2.4. Safety Results
5.2.5. Analysis of Submission-Specific Safety Issues
5.2.6. Safety Analyses by Demographic Subgroups
5.2.7. Specific Safety Studies/Clinical Trials
5.2.8. Additional Safety Explorations

5.2.9. Integrated Assessment of Safety

Conclusions and Recommendations

Mydayis https://www.fda.gov/media/142063/download

NDA: New Drug Application CR: Clinical Review
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A. Safety Review Approach

The Analysis Data Model (ADaM) and Study data Tabulation Model (SDTM) datasets were intact
and evaluable using IMP programs for the clinical team and for evaluation by our Biometrics
team.

Vyvanse https://www.fda.gov/media/151943/download

B. Review of Safety Database
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G. information was verified by reviewers

Table 14: Enrollment by Country
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C. Adequacy of Applicant’s Clinical

Safety Assessments
Demographics of Safety Database

Table 11: Treatment by age group in Study D1050326

Lurasidone 20-80 mg Placebo

Age Group Count Column% Count Column% Count % of Total
age>=6and age <=12 38 2.7% 7 215% s 261%
age >=13 and age <=17 137 783% 135 785% 272 78.39%
All 175 100.0% m 100.0% a7 100.00%

Latuda https://www.fda.gov/media/103749/download
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Arazlo https://www.fda.gov/media/134644/download

Conclusions and Recommendations....................

Mydayis https://www.fda.gov/media/142063/download
F. Specific Safety Studies/Clinical Trials & other assessments
F.1. Specific Safety Issues

F.2. Additional Safety Explorations

S i
It

EdEE, |
i I

: f
NN

Mydayis https://www.fda.gov/media/142063/download

Vyvanse https://www.fda.gov/media/151943/download

D. Safety Results
D.1.Death and SAE

Participant: 101014
Randomized Arm:

year-old white ferale. Her medical hisory inchuded facal deficit,
ing. hypertcasion, llergics, diabercs mellints, and ather medical

‘The participant discontinued the wial on 21MAR1989 (Day 6) due ta death

Latuda https://www.fda.gov/media/103749/download

D.2. Discontinuations due to AEs
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Twyneo https: //www fda. gov/med a/l

D.3. Treatment Emergent AEs and ARs
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Adhansia XR https://www.fda. gov/med|a/124188/download

Table 25. FMQs with Events in 22% of Over Entire

Period - Placebo-Controlled Pool

Nausea 66 (56.9%) 2(8% 23(53.5%) 151 (38,593)

29 25%) 7(132% 9(209%) 19 ©9.4)

Vomiting 29 25%) 101.9%) 9(209%) 133 (49,94.7)
Headache 14(12.1%) 2038%) 5(11.6%) 32 (08.136)
Infections 8(6.9%) 4(7.5%) 0(o%) 09 ©03.29)
Diarrhea 6(52%) (%) 123%) A WA
Injection Site

Reactions 404%) 208%) 3% 03 ©2.48)
AR~

Source: Generated by reviewer in JMP with ADSL and ADAE datosets

Zegalogue https://www.fda.gov/media/147791/download

D.4. Laboratory Finding

B —

Repatha https://www.fda.gov/media/154402/download




Speedy Clinical Trial Goals Achieved by Standards:
Quality, Efficiency, Reproducibility and Reusability

Standard Data

JMP

Clinical %

Automated
Analysis

Standard
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