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1982, CTC version 1.0

Method for describing and grading adverse events that occur during cancer therapy using drugs
or biologics, radiotherapy or surgery

Originally designed to provide a common method for reporting toxicities occurring during phase
1 trials, testing new cancer agents

National Cancer Institute Common Toxicity Criteria (NCI CTC) have been the standard for
Adverse Event reporting in oncology

- Study Summaries
- Investigational New Drug (IND) reports to Food & Drug Administration (FDA)
- Publications

8 categories, 49 AE terms

Grade 1 = mild

Grade 2 = moderate
Grade 3 = severe

Grade 4 = life-threatening
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1998, CTC version 2.0

Revised and expanded

Format:

- 24 CATEGORIES, >250 AE terms

- Grade 0: no adverse event or within normal limits
Grade 1: mild adverse event
Grade 2: moderate adverse event
Grade 3: severe and undesirable adverse event
Grade 4 :life-threatening or disabling adverse event
Grade 5: death related to adverse event

Paediatrics, appendices for Radiotherapy and BMT Adverse Events

Worldwide standard dictionary for reporting acute AEs in cancer clinical trials, NCI and Industry




UROPEAN
CIENCE
—OUNDATION

EUROCORES Programme

European Collaborative Research

EURAMOS

2002

CTEP (Cancer Therapy Evaluation Programme) convened a CTC Development Team (CTCDT),
consisting of cancer therapy experts and NCI representatives to oversee the creation of
Common Terminology Criteria Adverse Event (CTCAE)v 3.0

Review problems noted in CTC, version 2.0

Expand to create comprehensive dictionary of AEs and grades applicable to all oncology trials
without regards to a) chronicity and b) modality

a) chronicity : late and acute effects merged into a single system

b) modality : single grading approach applied to all modalities (chemotherapy, radiotherapy,
surgery)
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2003, CTCAE, version 3.0

a reference “library” of definitions for grading the effects of cancer treatment

purpose:

to facilitate the evaluation of new therapies, treatment modalities & supportive measures

to standardise reporting of Adverse Events across groups and modalities without regard to
chronicity.

to develop a more complete characterisation of bot h early and persistent events of surgery
and radiotherapy
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Common Terminology Criteria for Adverse Events v3.0 (CTCAE)

Eulck Rafarancs

The= WOl Coommon Teminology Criieria for Adverse Evesis
3.0 Is & descipifees terminology which can = ubHled Tor
Adyerse Event (AE} reporting. A grading {s=verty] scale s
prorvided for emch A e

Compomants and Organlzathon

CATEGDRY

& CATEGORY 5 a broad cassHoation of AEsS based on
aratomy andtor pashophysiciogy. Within =ach CATEGCEY,
AEES ars [isi=d acoompanik=d by thelr desciptons of sty
Ermce).

adwarsa Evant Tarms
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abnomal labormiony finding), symplom, or disease f=mporally
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mapped v a MedDAA bemm and code. &S ane lsted
aslphane=ically winin CATEGZORIES.

Short & Hame

The= "ExdRET MawE' column kB new and B B usesd o shmpliy
documentabon of AE names on S-ase Report Fonmes.

Supra-craimate Tenms

A supra-ordlinai= ferm Is located within a CATESORY and Is a
grouping = based on disesse process, SigRs, SyMEoeTes,
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related A, Eupra-ordibabe bEres ars ol AEs, e nof
miapped 10 8 MedDRA e and Code, cannot be grased sm
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Cancer Theapy Evauation Program, Common Termminology Srferda for Adwerse Events, Werslon 300, OOTD, RS, M-, DHAHE
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» 71 pages document

» initially published 31st March 2003, revised 16" April 2003, 10t June 2003 and
finally 12t December 2003

descriptive terminology which can be utilized for Adverse Event (AE) reporting.
grading (severity) scale is provided for each AE term
within the scope of CTCAE:

- AE definition

- AE grade (seriousness) assignment

» beyond the scope of CTCAE:
- Attribution of AE
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Multiple clinical terms are used to convey the occurrence of an Adverse Event (AE):
- Side effect

Acute effect or late effect

Complication

Toxicity

Morbidity, etc, etc

AE is any unfavourable and unintended sign (including an abnormal laboratory finding), symptom ,
or disease temporally associated with the use of a medical treatment or procedure, that may or may
not be considered related to the medical treatment or procedure

AE is a term that is a unique representation of a specific event used for medical documentation and
scientific analyses

Each AE term is mapped to a MedDRA v10.0 term and code

AEs can be:
- symptomatic or completely asymptomatic
- clinically or radiologically detected
- noted on laboratory studies or other testing
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Reporting requirements depend on the protocol and the phase of the study

Investigators and sponsors determine extent and type of AE data collected for a specific trial
In most clinical trials, the vast majority of AEs in the CTCAE v3.0 will not be graded

To ensure accuracy, the entire CTCAE v3.0 must be readily available

Routine AE reporting
CREFs list protocol-specific expected AEs with space to document additional AEs that occur

Expedited AE reporting
SAE reporting to Safety Desk
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CATEGORY:

- Broad classification of Adverse Events (AEs), based on anatomy and/or pathophysiology.

- Within each category AEs are listed accompanied by their grade (descriptions of severity)

- 28 CATEGORIES:
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ALLERGY / IMMUNOLOGY
Grade
Adverse Event i Short Name i 1 2 3 4 5
Allergic reaction/ Allergic reaction Transient Rash; flushing; Symptomatic bronchospasm, Anaphylaxis | Death
Hypersensitivity flushing or Urticaria: with or without urticaria;
(including drug fever) rash; drug dyspnoea; drug Parenteral medication(s)
fever<3g C fever 38 C indicated; allergy related
(<100.4 F) ( 100.4 F) oedema’/angioedema;
hypotension

REMARK:: Urticaria with manifestations of allergic or hypersensitivity reaction is graded as Allergic reaction/hypersensitivity (including drug fever)

ALSO CONSIDER: Cytokine release syndrome/acute infusion reaction

Allergic rhinitis
(including
sheezing,nasal
stuffness, postnasal

drip)

REMARK: Rhinitis associated with obstruction or stenosis is graded as Obstruction / stenosis of airway — select in the PULMONARY

Rhinitis

/ UPPER RESPIRATORY CATEGORY

NAVIGATION NOTE: Urticaria as an isolated symptom is graded as Urticaria (hives, welts, wheals) in the DERMATOLOGY / SKIN CATEGORY

Mild,
intervention not
indicated

Moderate,
intervention

indicated

Allergy/
Immunoloay —
Other (Specify,—)

Allergy — Other
(Specify)

Mild

Moderate

Severe

Life-
treatening;
disabling

Death
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ALLERGY / IMMUNOLOGY
Grade
Adverse Event Short Name 1 2 3 4 5
Allergic reaction/ Allergic reaction Transient Rash; flushing; Symptomatic bronchospasm, Anaphylaxis | Death
Hypersensitivity flushing or Urticaria: with or without urticaria;
(including drug fever) rash; drug dyspnoea; drug Parenteral medication(s)
fever<3g C fever 38 C indicated; allergy related
(<100.4 F) ( 100.4 F) oedema’/angioedema;

REMARIG=Jrticaria with manifestations of allergic or hypersensitivity reaction is graded as Allergic reaction/hypersensitivity (including drug fever)

ALSO CONSIDER: Oytokine release syndrome/acute infusion reaction

hypotension

Allergic rhinitis
(including
sheezing,nasal
stuffness, postnasal
drip)

REMARK: Rbinitis associated with obstruction or stenosis is graded as Obstruction / stenosis of airway — select in the PULMONARY

Rhinitis

FERRER-RESPIRATORY CATEGORY

NAVIGATION NOTE: Wrticaria as an isolated symptom is graded as Urticaria (hives, welts, wheals) in the DERMATOLOGY / SKIN CATEGORY

Mild,
intervention not
indicated

Moderate,
intervention

indicated

Allergy/
Immunology —
Other (Specify,—)

Allergy — Other
(Specify)

Mild

Moderate

Severe

Life-
treatening;
disabling

Death
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Adverse Event Term
listed alphabetically within each CATEGORY

Short AE Name
to simplify documentation on AE names on Case Report Forms

Supra-ordinate Term

located within a CATEGORY, a grouping term based on disease process, signs, symptoms, or
diagnosis. A supra-ordinate term is followed by the word “Select” and is accompanied by
specific AEs that are related to the supra-ordinate term

Adverse Event Shart Mame

Mucositis/stomatitis Mucositi= (clinical exam)
{clinical exam) — Select

— Anus

— Esophagus
— Large bowe
— Larynx

— Oral cavity

— Pharyns

— Rectum

— Smaill bowel
— Stomach

— Trachea
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Remark
is a clarification of an AE

Also Consider
indicates additional AEs that are to be graded if they are clinically significant

Navigation Note

indicates the location of an AE term within the CTCAE document. It lists signs/symptoms
alphabetically. The CTCAE term will appear in the same CATEGORY unless the Navigation Note
states differently

Other (Specify, —)
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Grades
refer to the severity of the AE

- Grade 1 mild AE

- Grade 2 moderate AE

- Grade 3 severe AE

- Grade 4 life-threatening or disabling AE

- Grade 5 death related to AE
Grade O
- Absence of AE or within normal limits or values
- It is implied and not displayed, but available for each AE
Grade 5
- Routinely considered Death related to an AE
- Not appropriate for many of the AEs

DERMATOLOGY/SKIN
Grade
Adverse Event Short Name 1 Z 3 4 ]
Hair loss/alopecia | Alopecia Thinning or patchy | Complete - - -
(scalp or body) I
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“Em Dash” (—)

- All grades not applicable for all AEs

- “Em Dash” (—) indicates that a grade is not available/appropriate

DERMATOLOGY/SKIN
Grade
Adverse Event Short Name 1 ) | 3 f
Hair loss/alopecia | Alopecia Thinning or patchy | Complete - -

{scalp or body)

Semicolon (;)

- indicates “or” within the description of the grade

- a patient does not need all the elements of a grade description to be designated

that grade

e.g. written as

readas —»

v

Symptoamatic; Altered
gastric functioh (e.qg),
inadegquate oral calaric
or fluid intakel; %
fluids indicated =24 hrs

symptomatic OR altered gastric function (e.g., inadequate oral
caloric or fluid intake) OR iv fluis indicated <24hrs
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BLOOD / BONE MARROW
Grade
Adverse Short Name
Event 1 2 3 4 5
Haemoglobin Haemoglobin <LLN —10 g/dL <10-8 g/dL <8 - 6.5 g/dL <6.5 g/dL | Death
Neutrophils/ Neutrophils <LLN-1.5x10%L | <1.5-1x10%L | <1-0.5x10%L <0.5 Death
Granulocytes x10°/L
(ANC/AGC)
Platelets Platelets <LLN - 75 x10%/L <75 - 50 x10°/L <50 -25 <25 x10°L | Death
x109%/L
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GASTROINTESTINAL
Grade
Adverse Short Name
Event 1 2 3 4 5
Anorexia Anorexia Loss of appetite Oral intake Associated Life- Death
without alteration in altered without with significant | threatening
eating habits significant weight loss or consequences
weight loss or malnutrition
malnutrition; (e.g.,
oral nutritional inadequate
supplements caloric and/or
indicated fluid intake); IV
fluids, tube
feedings or
TPN indicated
Dehydration | Dehydration | Increased oral fluids IV fluids IV fluids Life- Death
indicated; dry indicated indicated threatening
mucous membranes; | <24hrs 24hrs consequences
diminished skin (e.q.,
turgor haemodynamic
collapse)
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> Patient Diary Reports of Adverse Event

History, Physical Examination and laboratory results documented in patient’s notes

> Clinical emergencies
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> Activities of Daily Living
refer to the performance of basic activities of self care
CONSTITUTIONAL SYMPTOMS Pags 1072
Grada
Adverss Event | Short Name 1 2 3 4 B
Insomnia Insomnia Occasional Difficulty Frequent Disabling —
difficulty sleeping, difficulty
sleeping, not | interfering sleeping,
interfering with function interfering
with function | but not witQ ADL |
interfering
with ADL |

»  Hospitalisation and Prolongation of Hospitalisation

Hospitalisation includes any overnight stay in a healthcare facility
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Paediatric grading criteria are identical to those for adults, UNLESS OTHERWISE SPECIFIED
CARDIAC GENERAL
Grade
Adwverse Event Short Mame 1 2 | 3
Hypertenzion Hypertenzion Azymptomabic, tranzsient | Recurrent or persistent Requiring more than cne
(<24 hrs) increase by =20 | (224 hrs) or symptomatic | drug or more intensive
mmHg (diastolic) or to increase by =20 mmHg | therapy than previously
=130/100 if previously (diastolic) or to =150/100
WHL; intervention not if previousty WHL;
indicated maonatherapy may be
indicated
[ Pediatric: Pediatric: Pediatric:
Agymptomatic, fransient | Recurrent or persistent | Same as adult
PAEDIATRIC (<24 hrs) BF increase (224 hrs) BP =ULN
CRITERIA *L- LN; intervention not manatherapy may be
indicated indicated

REMARK: Use age and gender-appropriate normal values >
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> Inthe rare event that a suitable CTCAE term is not listed, use the Other, (Specify —) mechanism
> Use the Other, (Specify —) mechanism as an exception, not as rule

» Grade the Other, (Specify ) AE according to the general definitions
Grade 1 — Mild AE
Grade 2 — Moderate AE
Grade 3 — Severe AE
Grade 4 — Life threatening or disabling AE
Grade 5 — Death related to AE
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INAPPROPRIATE APPROPRIATE
CATEGORY Other, specify CATEGORY AE
HAEMORRHAGE/ RPSC Transfusion Not a CTCAE v3.0 AE
BLEEDING
DERMATOLOGY/ Leg oedema LYMPHATICS Oedema - limb
SKIN
BLOOD/BONE Thrombocytopenia BLOOD/BONE Platelets
MARROW MARROW
CONSTITUTIONAL | Jitteriness and being easily NEUROLOGY Mood alteration - Agitation

SYMPTOMS

excitable
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Historically in the CTC, Grade 5 is “Death related to Adverse Event”

“Death “ is inappropriate for many of the AEs

There is a separate DEATH category

To be reported either

- as a CTCAE v3.0 AE Grade 5
or
- as DEATH CATEGORY— Select
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a CTCAE v3.0 AE Grade 5
ALLERGY / IMMUNOLOGY
Grade
Adverse Event Short P
Name 1 2 3 4 / 5
Allergic Allergic Transient flushing Rash; flushing; Symptomatic
reaction / reaction or rash; drug fever urticaria,; bronchospasm, | Anaphylaxis | Death
hypersensitivity <38<T (100.4F) dyspnea; drug with or without
(includin drug fever 38T urticaria;
fever) (100.4F) parenteral N—1
medication(s)
indicated,;

allergy-related
edema/angioe
dema;
hypotension
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as DEATH CATEGORY— Select

DEATH

Grade

Adverse Event

Short Name

Death not associated
with CTCAE term

—Select:

- Death NOS

- Disease
progression NOS

- Multi-organ failure

- Sudden Death

REMARK: Grade 5 is the only appropriate grade. “Death not associated with CTCAE term —Select” is to be

Death not associated
with CTCAE term

—Select:

used where a death:
1. Cannot be attributed to a CTCAE term associated with Grade 5

2. Cannot be reported within any CATEGORY using a CTCAE “Other (Specify, —)”

Death
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Grade Assignment Responsibility

- the Protocol Pl is primary responsible for AE assignment and grading

- the use of protocol-specific AE documentation templates is recommended in order to enhance
consistent and complete AE reporting

Grading and Consistency
- grading not uniform across different AEs
(e.g., grade 3 Hyperkalaemia is not necessarily equally severe as a grade 3 Allergic Rhinitis)

Grading and chronicity

- patient who experiences severe nausea for one day during a defined interval (e.g. 21 day cycle),
is graded the same as a patient who experiences the same severity of nausea for 20 days within
that interval

If a given AE is experienced more than once during a defined evaluation period, only the grade
associated with the most severe occurrence will be reported
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e Intellectual Property Option Palicy
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= List of Codes and
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= Office for Human Research Protections
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= Institution Review Board (IRB) Guidelines
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Gal
C I E P Home | Contact | Help | Search: _ .

Resources |  Funding Guidelines & Requisition Wby Monitoring of Industry Human
Opportunities, Tools for of Agents RelLEIEEN Clinical Trials | Collaborations| Research
Protocol Development Protections

CTCv2.0 and CTCAE v3.0

/@MOQV Criteria for Adverse Events VSD@% and Guidelines, FAQ, Mapping documents and other toals.

Link to the CTCAE v3.0 website

Link to the CTC v2.0
website

Responsible Adverse Event {(AE} Reporting: Finding Appropriate AE Terms

resentation to provide an overview of AE
4/21 CTC %20 websites.

Guidelines for CTC/ICTCAE ‘Other, Specify’ gruse of the 'Other, Specify’ mechanism, details the business rules added to the
uces new search resources.

The CTCAE Dictionary (web
application)

The “Responsible Adverse

Event (AE) Reportlng Flndlng Home | Contact | Privacy Motice | Accessibility K%%# %édﬁ %ﬁ rﬁR::IIJ(I‘:'“J\:H
Appropriate AE Terms” (slide
presentation)

Guidelines for CTC/CTCAE
‘Other, Specify’
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Common Terminolog
C

The CTCAE v3.0 Document ——

ommon Terminolog

CTC 2005 active for a few legacy protocals only. Supparting docurments are archived an the web. CTER data systems accommadate AE raporting for both CTC
w20 and CTCAE 3.0

IMPORTANT: CTCAE +3.0, originally published March 31, 2003 is updated with minor editorial changes described in GTGAE v3.0 Notice of Modifications (FDF)
{Publish Date August 3, 2006). The CTCAE Booklet, published May 22, 2003 does not include all editarial corrections. Therefore, each user must use the
Wiotice of Modifications document to update the Booklets by hand. Since the number of carrections was small, the Booklets have not been reprinted.

The CTCAE v3.0 Dictionary and

—> CTC/CTCAE Dictionary and Index : ;
ting appropriate adverse event terms fram both CTC 2.0 and CTCAE ¥3.0
Index

Responsible Adverse Event (AF) Reporting: Finding Appropriate AE Terms

The Responsible Adverse Event (AE) Reporting. Finding Appropniate AE Terms is a Power Poirt slide presentation to provide an overview of AE related information
and illustrates the search capahilities of the tools available from the CTCAE v3.0 and CTC 2.0 websites.

bclude MedDRAA.0)
AE and the changes mada from CTC 2.0,

__CTCAE v3.0 Online Instructions and Guidelines
The CTCAE V3.0 online instructions —¥ | "™ :
CTCAE v3.0 Frequently Asked Questions (Updated June 30, 2008 to include MedDRA .0

and g UId6| Ines Anzwers to commonly asked guestions regarding the CTCAE v30, MedDRA, changes fram CTC 2.0, and athers.

CTCAE v3.0 Notice of Modifications (POF) (Fublish Date August 9, 2008)
The Motice of Modifications details the revisions made to the CTCAE v3.0 since its initial publication on March 31, 2003

CTCAE Implementation (POF) (Updated June 30, 2006 to include MedDRA @M
A quideline for CTCAE v3.0 accommodation in databases.

Infarrmation provided in the CTCAE v3.0 Index and CTCAE v3.0 Glossary POF files can be found within the CTCAE v3.0 Online Instructions and Guidelines
{see link above)
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Access the CTCAE v3.0
Document PDF file from
the Web

Press CONTROL + F to
open the Search Tool

(Note: The search tool may
appear differently depending
on the browser you use.)

Enter the term you wish
to search and click
Search

B Save a Copy

Bookmarks
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Common Terminology Criteria for Adverse Events v3.0 (CTCAE)

GQuick Reference

The NCI Common Temingiogy Criiera for Adverse Bvents
w30 5 & descripive temmingicgy which can be ulliz=c for
Adverse Event [AZ) reporing. A gradin {severfty) scilz 5
oronied for each AE tem.
Componanis and Organization

CATEGORY

A CATEGORY s 2 broad Casficsion of AEs based on
aralomy andior pathophysidogy. Wihin each CATEGORY,
AE3 we lisiad accompanied by el desciptions of seedy
{Grags).

Advares Event Terma

An AE I3 any umavorable and uninfendes sign (incuding an
abnormal lsborstory finding), Symofiom, or disaase emocraly
msodated whh the use of 3 medica Teatment or procedurs
hat may or may not be considered reaied to the medicll
‘treatment or procedurs. An AE |5 & fem that s 2 uniue
reoresentalion of o speciic event used for medcd
documeniation and sclenfic analyses Each AS #m i
mapoed 10 8 MedDRA term and code. ASs are lsted
Aphabedcaly witl CATEGORES
Short 4E Kama

The ‘SioeT Neut' column |s new and & s used o simoily
Sonumentatin of AE namas on Case Repart Foms.

Supra-ordinats Terme

A supra-crdingie e s locaied wihih a CATEGCRY and 22
Ouping 18 hassd on lsense prCE, SN, SyTRIOTE,

Contents
ALLERGY/IMMUNGLOGY ...
AUDITORYIEAR,
BLOODVBONE MARRCW ...
CARCIAT ARREYTHMIA
CARDIAC GENERAL ..
COACLLATEN.....
COMETITUTICHAL SYMPTOME
CERMATOLOGYISKIN..
ENDOCRRE.............
GAETROINTESTINAL.
GROWTH AND DEVELOPMENT...

Publish Date: December 12, 2003

or diagnoss. A supra-ordinais term s folowed by the werd
‘Ssiect! and s accompanied by spedfc AE that are al
mized % the suFordnele s Supr-ondnale Ems
proside chusiering and onsistent representadon of Grade for
rized AEs. Swrrorilale ferms e not AS, e nat
magped 1o 2 MedDRA ferm and code, cannot be graded and
AT be e o pEDring

R
ARpwans! s 2 darflcalon o an AE

iy 0 Couspen

An ‘Auso Consoer’ Indcaies adchioel AEs that are fo be
graded I they ave cinicaly signflcant
HawsananMare
A NAGATION NOTE' Rdicanes the iocydon of an AZ s
WEn the CTCAE documem It Isls spresymmioms
aiphabeticaly and the CTCAE tem wil appear In e same
(CATEGORY uniess the "Maacamon Nore' staiss cifisrenty.
Grades
Grate i 1 e sevemy of te AZ. The CTCAE w30
dlspiays Graes 1 fhrough & wilh wigue cinicy descrplions.
of severtty for each AZ baset on this penesdl guidsine:
Gogel MIGAE
Gragel Moderaie AE
Grdel SeemAE
Graded  LMeTreatening or dsabing AE
Grage S Dealnrelated 0 AE

HEMCRAHAGEISLEEDING.
HERATOSILIARYIPANCREAS
INFECTION. ... ..

MUSCULOSKELETALSOFT TISELE.
NEUROLOGY .....
CCULARMZUAL,
L — S .
FULWCHARYIURPER RESPIRATORY,
RENALIGENITOURINARY....
SECONDARY MALIGNANCY

Cancer Therapy Evaliaton Frogram, Common Tenmingogy Greena for Advrse Events, Version 3.0, DCTD, NGL MK, D=5
March 31, 2003 {hrpifcten cancer o), Publish Deter December 12, 2003

A Semhmion indicaes 'or' wihin the descriplion of the grade.
AnEm gash’ (— Indicales A grade not svalizbie.

Mot ol Grades are apororizie for al AEs. Thersfore, some
ASy e ligied wif fewer than fve opiors for Grade
i

Graga §
Grade S (Death] I3 noi appropriaiz for some AEs and
therafore = not an oo,
The DEATH CATEGORY Iz new, Only one Suprsomdinate
1= &5 Iz In this CATEGORY: Dath not associziad wth
CTCAE term - Zeisc® with £ A opfions Death NOS;
Diszase progression NCS; Mut-organ fafire; Sudden death,
Important:

¥ Grms i the oy approrile Grase

Thls AZ s %0 b= used In e siuation where
adesh
1. canniol be regoried usig a CTGAZ V3D

e associaied Wit Grace 5, or
2 cannct be repoisd witin a CTCAE

CATEGORY 35 ‘Trher [Spacty)

SEXUALREPRODUCTIVE FUMCTION ...
SURGERYINTRA-OPERATIVE INURY ...
SYNDROMES...
VAZCULAR.......

Organize your
digital photas

D Case-Sensitive
[ 5earch in Bookmarks

[ Seatch in Comments

-

B Use Advanced Search Options

1. Enter the
search term.

2. Click
Search.
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HEPATOEILIARY/PANCREAS

Page 1 of 1
Grade
The Search Adverse Event Short Name 1 | 2 | 3 4 5
5 Cholecystitis Cholecystitis Asymptiomatic Symptomatic, medical Interventional radiclogy, Life-threatening Death
retu rnS SIX radiographic findings only | intervention indicated endoscopic, or operative - guences (e.g.,
intervention indicated ‘ sepsiz of perforation)
= f h ALS0 CONSIDER: Infection {documented clinically or microbiologically) with Grade 3 or 4 neutrophils — Select; Infection with normal ANC or Grade T0r 2 neutrephils — Sslect; Infection
I nstan CeS 0 t e with unknown ANC — Sefect.
A E te rm Pancreatitiz Pancreatitiz Asymptematic, enzyme Symptomatic, medical Interventional radiclogy or | Life-threatening Death
= elevation andfor intervention indicated operative intervention congequences
radiographic findings indicated (2.q., circulglery B
hemorrhag @
ALSO CONSIDER: Amylase.
RENAL/GENITOURINARY Page 2 of 3
select the most
L] t n E Adverse Event Short Name 1 2 3 4 5
ap p ro p rl a e Obstruction, GU Obstruction, GU - Sslect Asympiomatic, Symptomatic ly Symptomatic and altered Life-threatening Death
— Select: radicgraphic or hydronephrosl dunction (e.g., CoNsequUences; organ
te rm an d G rad e _ Bladder endogcopic findingz only | renal dysfunct; ( sepeis D?gdronephros s, | failure or operative
. _ Fallopian tube or endoscopic repair or ysfunction) intervention requiring
_ Prostate stent placement indicated | operative intervention complete organ resection
— Spermatic cord indicated indicated
— Stoma
— Testes
— Ureter
— Urethra
— Uterus
— Vagina
— Vas deferans
Stricturelstenozis Siricture, anastomotie, Azympiomatic, Symptomatic Symptomatic and altered Life-threatening Death

{including anastomotic),
GuU
— Select:
— Bladder
— Fallopian fube
— Prostate
— Spermatic cord
— Stoma
— Testes
— Ureter
— Urethra
— Uterus
— Vagina
— Vas deferens

ALSO CONSIDER: Obstruction,

GU - Select

Gl — Selsct.

radicgraphic or
endoscopic findings only

hydronsphrosl
renal dysfunct
or endoscopic repair or

stent placement indicated

ction (e.g.,
( sepsis ofhydronephrasis,
ysfunetion);

operative intervention
indicated

CONSEqUENCES; organ
failure or cperative
intervention requiring
organ resection indicated
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Common Terminolog
C

The CTCAE v3.0 Document ——

ommon Terminolog

CTC 2005 active for a few legacy protocals only. Supparting docurments are archived an the web. CTER data systems accommadate AE raporting for both CTC
w20 and CTCAE 3.0

IMPORTANT: CTCAE +3.0, originally published March 31, 2003 is updated with minor editorial changes described in GTGAE v3.0 Notice of Modifications (FDF)
{Publish Date August 3, 2006). The CTCAE Booklet, published May 22, 2003 does not include all editarial corrections. Therefore, each user must use the
Wiotice of Modifications document to update the Booklets by hand. Since the number of carrections was small, the Booklets have not been reprinted.

The CTCAE v3.0 Dictionary and

—> CTC/CTCAE Dictionary and Index : ;
ting appropriate adverse event terms fram both CTC 2.0 and CTCAE ¥3.0
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Responsible Adverse Event (AF) Reporting: Finding Appropriate AE Terms

The Responsible Adverse Event (AE) Reporting. Finding Appropniate AE Terms is a Power Poirt slide presentation to provide an overview of AE related information
and illustrates the search capahilities of the tools available from the CTCAE v3.0 and CTC 2.0 websites.

bclude MedDRAA.0)
AE and the changes mada from CTC 2.0,

__CTCAE v3.0 Online Instructions and Guidelines
The CTCAE V3.0 online instructions —¥ | "™ :
CTCAE v3.0 Frequently Asked Questions (Updated June 30, 2008 to include MedDRA .0

and g UId6| Ines Anzwers to commonly asked guestions regarding the CTCAE v30, MedDRA, changes fram CTC 2.0, and athers.

CTCAE v3.0 Notice of Modifications (POF) (Fublish Date August 9, 2008)
The Motice of Modifications details the revisions made to the CTCAE v3.0 since its initial publication on March 31, 2003

CTCAE Implementation (POF) (Updated June 30, 2006 to include MedDRA @M
A quideline for CTCAE v3.0 accommodation in databases.

Infarrmation provided in the CTCAE v3.0 Index and CTCAE v3.0 Glossary POF files can be found within the CTCAE v3.0 Online Instructions and Guidelines
{see link above)
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2} AEAuthor, - Microsoft Internet Explorer

File Edit ‘iew Favorites Tools  Help iy
The CTCAE Dictionary |@=- © & % o soreme Qs @ 2 L3 8
provides search wstes 8 L L
capabilities for CTC I 3

v2.0 and CTCAE v3.0

Enter Search Criteria

CATEGORY |AII Categaries vi

When opened, CTCAE Search for: ! ! m

dab | e | ofah ik | mn | oopg foest | e | sz | oAl

v3.0 is displayed by

defau It Wlth the AE :IIHDIC acid syndrome SYNDROMES
H H Abdorminal pain or crampin GASTROINTESTINAL
Short Names listed in ; o
. Acidosis METABOLIC/LABORATORY
alphabetical order. s DERMATOLOBY/SKI
ACTH ENDOCRINE
Acute vascular leak syndrome SYHDROMES
Acute vascular leak syndrome WASCULAR
ADD (Attention Deficit Disorder) NEUROLOGY
ADH ENDOCRINE
Adrenal insufficiency SYHDROMES
Adrenal insufficiency ENDOCRINE
Adult Respiratary Distress Syndrome  SywDROMES
[ARDS)
: ! PULMONARY/JPPER
Airway obstruction - Select RESPIRATORY

@ \ﬁ Local intranet
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To access the CTC v2.0 CTC v2.0
search page, click on the
CTC v2.0 tab. ==

. CATEGORY Al Categories v
Click one of the alphabet - —! ;

[ E S | = CATEGORY:  METABOLIC/LABORATORY

buttons to limit the view = =l — Adverse Event: Acidogis (maetabolic or respiratory)
alphabetically_ #ab J cdo Jh Dl om0 BNo Jst] o | oz [ ol Short Name:  Acidosis

To view information related "Retinaic acid syndrame” SYNDROMES

Adverse Eves

to an AE, click on the AE g1 or cramping GAZTROINTESTINAL 1 pH7.3
term. METABOLIC/LABORATORY 3 pH 7.3
s : DERMATOLOGYSKIN 4 pH <73 with life-threatening consequences
The CATEGORY, full ACTH ENDOCRINE 5 |Death
name, grade definitions T e
and MedDRA codes, along P Seular leak syndrome
with any supra-ordinate
terms, remarks, and also ADD (Attention Deficit Disorder) NE

consider information are
displayed in the right .
panel. Adrana

ADD (Attention Deficit Disorder) is graded as Cognitive J\D
disturbance,

drenal insufiiciency

IME
. . . Adult Respiratory Distress Syndrome  eyNDROMEER
To view Navigation Notes, (ARDS)
hover the cursor over the PULMONARY/UPPER

Airway obstruction - Select

icon or click the link RESPIRATORY
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Enter Search Criteria

Search by CATEGORY CATEGORY | All Categories _ 1. Click the
Search for: Literai I~lex drop down
gab 0 ocde [ ofgh Bk | tmn § opg B orst B wew | wyz | &l arrow.

Adverse Event CATEGORY

"Retinoic acid syndrome” SYMDROMES

Abdominal pain ar cramping GASTROINTESTINAL

. Acidosis METABOLIC/A ABEORATORY
Click the drop down ——
list arrow

’ CATEGORY | All Categories |
I ) All Categories
The IlSt Of CTCAE Search for: ALLERGYAMMUNOLOGY
#ab | cde |AUDITORY/EAR

CATEGORIES display.

BLOOD/BONE MARROYY
CARDIAC ARRHY THMIA
"Retinoic acid s]CARDIAC GENERAL
COAGULATION

Enter Search Criteria

. : “Cli CATEGORY | CARDIAC ARRHYTHMIA v
Click the CATEGORY. Abdamina BEJETS'_T'ITUTIONAL SYMPTOMS 2 gIICk the | S |
Note: T t to th Acidosis DERMATOLOGY/SKIN ATEGORY. Search far | ]

ote: 10 revert 1o tne A ENDOCRINE =

Che GASTROINTESTINAL ‘ gab | cde | fgh Qi | i 0 opg Borst | ooew § vz | oall |
ACTH GROWTH AND DEVELOPWENT

Carcoons

alphabetical list, click

. Conduction ab lity - Select CARDIAC ARRHYTHMIA
‘All Categories’ from the All AE iated skl el e
_ S assoclate Palpitations CARDIAC ARRHYTHMIA
drop down list. with the Pralonged GTc CARDIAC ARRHYTHMIA
CATEGORY are Supraventricular arthythmia - Select  CARDIAC ARRHYTHMIA
displayed in i CARDIAC ARRHYTHMIA
alphabetical order. Vasovagal episode CARDIAC ARRHYTHMIA
Yentricular arthythmia - Select CARDIAC ARRHYTHMIA,
Cardiac Arrhythmia - Other (Specify]  CARDIAC ARRHYTHMIA,
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Search by KEYWORD

To search for a
specific AE:

Enter the keyword
within the Search for
field.

CI|Ck the Literal button. Adverse Event Details
—

The term displays CATEGORY | All Categories “| || | catecory: oERMATOLOGV/SKIN

hlghllghted in blue. Saarch for :pruritus 1 I:l m Adverse Evequamatiun
Short Hame

#tab | cde § fgh Fijk | tron § opg forst § owew | owyz | oall |

In this example, Rash

Description

H H Macular or papular eruption or erythema without
is also dISpIayed as a Pruritus DERMATOLOGY/SKIN 1 e
consideration. Rash DERMATOLOGY/SKIN Macular or papular eruption or erythema W
3 or other associated symptoms; localized
desguamation or other lesions covering <50% of body
suface area (BSA)
CIle Rash Severe, generalized erythroderma or macular, papular
' 3 or vesicular eruption; desguamation covering »>=50%
The term ‘Pruritus’ is listed within the BE#
Grade 2 deﬁnition. 4 Generalized exfoliative, ulcerative, or bullous dermatitis
= Death
Remark:

Rash/desguamation may be used for GWHD.




