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Outline

CTCAE v3.0 As-is
MedDRA Fundamentals
CTCAE v3.0 Relationship to MedDRA

Content revision

* 100% MedDRA single concepts
« CTEP, FDA, CBITT, Industry, Others
» Understandability, Reproducibility, Usability

Instructions for Excel Documents



CTCAE v3.0 Components

* Adverse Event Term
» Supra-ordinate Term

» Grading Scale
* Also Consider

* Navigation Notes
* Mapped to MedDRA LLT (imperfect)



CTCAE v3.0 Components
AE Term

CARDIAC GENERAL Page 1 of 3
Grade
Short Name 1 2 3 4 L]
Hypertension Hypertension Asymplomatic, fransient Fecurrent or persistent Requiring more than one | Life-threatening Death

REMARK: se age and gender-appropriate normal values :

(=24 hrs) increase by =20
mmHg (diastolic) or to
=150A100 if previoushy
WHL: intervention mot
indicated

Fediairic:
Asympiomatic, transient
(=24 hrs) B increaszs
=ULN; imtervention not
indicatad

(Z24 hrs) or sympiomatic
increase by =20 mmHg
[diastolic) or to =150/100
if presvioushy WHL;
monatherapy may be
indicated

FPediatric:

Fecurreni or persistent
(=24 hrs) BP =ULM;
monotherapy may be
indicated

=25 percantile LILM for pediatric patients.

Adverse Event Term>

Mapped where possible to MedDRA LLT

drug or mare intensive
therapy than previously

Pediatric:
Same as adult

conseguences (...

hyperensive crisis)

Pediatric:
Same as adult




CTCAE v3.0 Components
Supra-ordinate Terms

GASTROINTESTINAL Page 4 of 10
Grade
Adwverse Event Short Name 1 2 3 4 5
stula, Gl Fistula, Gl — Select Asymptomatic, Sympiomatic; altered Gl Symptomatic and Life-threatening Death
o ciect. radiegraphic findings only | fumction (2.g.. altered severely altered Gl CONSEqUEnces
— Abdomen NOS diglary habits, diarrhea, function (e.g., altered
— Anus or Gl fluid loss); IV fluids digtary habits, diarrhea,
— Biliary tree indicatad <24 hrs ar 3] fluid loss); 1Y fluids,
- :ﬂgn.‘cemm,‘append 'y tube fE'EdiI'IQE-, or TPH
— Duodenwm ndicated =24 hrs
— Esocphagus
— Gallkladder
— llgum
— Jejunum
— Oral cavity
— Pancreas
— Pharymx
— Rectum
— Salivary gland
— Small bowel NOS
— Siomach

G‘,upra-ordinate ter

Is a grouping term based on disease process, signs, symptoms, or diagnosis
Is accompanied by specific AEs that are all related to the Supra-ordinate term

Provides clustering and consistent representation of Grade (severity descriptions) for
related AEs

Are not AEs, are not mapped to a MedDRA LLT term
Cannot be used for reporting




CTCAE v3.0 Components
AE Grading Scale

CARDIAC GENERAL Page 1 of 3
Grade
Adverse Event Short Name 1 2 3 4 L]
Hypertension Hypertension Asymplomatic, fransient Fecurrent or persistent Requiring more than one | Life-threatening Death

(=24 hrs) increase by =20
mmHg (diastolic) or to
=150A100 if previoushy
WHL: intervention mot
indicated

Fediairic:
Asympiomatic, transient
(=24 hrs) B increaszs
=ULN; imtervention not
indicatad

REMARK: Use age and gender-appropriate normal valus

=25" percentile ULN for pediatric patents,

 Grading/severity scale >

— Unique for each AE term

(Z24 hrs) or sympiomatic
increase by =20 mmHg
[diastolic) or to =150/100
if presvioushy WHL;
monatherapy may be
indicated

FPediatric:

Fecurreni or persistent
(=24 hrs) BP =ULM;
monotherapy may be
indicated

drug or mare intensive
therapy than previously

Pediatric:
Same as adult

conseguences (...

hyperensive crisis)

Pediatric:
Same as adult




CTEP, NCI CTCAE v3.0
General Descriptions of Grade

No adverse event or within normal limits

Mild Adverse Event (minor; no specific medical intervention; asymptomatic
laboratory findings only, radiographic findings only; marginal clinical relevance)

Moderate Adverse Event (minimal intervention; local intervention; noninvasive
intervention [packing, cautery])

Severe and undesirable Adverse Event (significant symptoms requiring
hospitalization or invasive intervention; transfusion; elective interventional
radiological procedure; therapeutic endoscopy or operation)

Life-threatening or disabling Adverse Event (complicated by acute, life-
threatening metabolic or cardiovascular complications such as circulatory
failure, hemorrhage, sepsis. Life-threatening physiologic consequences; need
for intensive care or emergent invasive procedure; emergent interventional
radiological procedure, therapeutic endoscopy or operation)

Fatal adverse event




CTCAE v3.0

General Descriptions of Grade used as a guide for defining
CTCAE term-specific severity grading scale

Dysphagia (difficulty swallowing)

1 | Symptomatic, able to eat regular diet

2 | Symptomatic and altered eating/swallowing (e.qg., altered dietary habits, oral
supplements); IV fluids indicated <24 hrs

3 Symptomatic and severely altered eating/swallowing (e.g., inadequate oral
caloric or fluid intake); IV fluids, tube feedings or TPN indicated >24 hrs

4 | Life-threatening consequences (e.g., obstruction, perforation)




BLOOD/BONE MARROW Page 1 of 1
Grade
Adverse Event Short Name 1 2 3 4 5
Bone marrow cellularity Bone marrow cellularity Mildly hypoceliular or Moderately hypoceliular Severely hypocellular or — Death
=25% reduction from or =25 — =50% reduction =30 — Z75% reduction
normal eellularity for age | from normal cellularity for | cellulanty frofh normal for
age age
CD4 count CD4 count <L LM — 500¢mm® =500 - 20 E.l'n‘ng3 =200 — 50’ =50fmm? Death
<LLN—0.5x10° L =05-02x%10° L =02 » 0.05 J10° 1L =005 x 107 1L
Haptoglotzin Haptoglotin =L LN — Abzent — Death
Hemoglobin Hemoglobin <LLMN —10.0 g/dL =10.0 - 8.0 g/dL =3.0-6.5 gL =6.5 gfdL Death
=L LN — 8.2 mmaolL =52 — 4.5 mmolfL =4 9 — 4.0 mihalL =4 0 mmaliL
<LLMN— 100 g/L =100 - 30g/L =G0 — 63 g/ =65 g/l
Hemolysis {e.g., immune | Hemolysis Laboratory evidence of Ewidence of red cell Tranzfusion @r medical Catastrophic Dieath

hemolytic anemia, drug-
related hemaolysis)

ALSD CONSIDER: Haptogloking Hemoglobin.

hemalysis only (e.qg.,
direct antiglobulin test
[DAT, Coomiba’]
schistocytes)

destruction and =2 gm
decrease in hemoglobin,
no transfusgion

intervention §&.g.,
sterpids) ind@ated

conssguences of
hemolysis (e.g., renal
failure, hypotensgion,
bronchospasm,
emargency splenectomy)

Iren overload Iron overload — Asymptomatic iron Iren averload Organ impairment (2.9, Dieath
overload, infervention not | intervention @dicated endocrinopathy,
indicated cardiopathy)
Leukocytes (total WBC) Leukocytes <L LM — 3000¢mm® <3000 —2222fn3m3 <2000 - 100fmm® c:'IIZIIZIIZI.'rnr;nE Death
<L LM—3.0 x 10° L =30-20x10° /L =20-10xf0° L <1.0x 107 /L
Lymphopenia Lymghopenia <L LN — 800¢mm? =500 - 500/mm* =500 — 200wy =200/mm’ Death
<LLNxD0.8—10° 1L =08-05x 10° /L oS i i T
Meutrophilsigranulocytes | Meutrephils <L LN — 1500¢émm? <1500 — 1000/mm? =1000 — 500imm?® <500/mm’ Death
[AMCIAGT) <LLN-15%10° L =15-1.0x 107 /L =1.0-05x10° 1L =0.5x 107 /L
Plateleis FPlatelets <LLM — 75,000/mm* =75,000 — E-Z:[illlllllé'mr'n3 =50,000 - EE-,ZDD{mm3 =25 000/mm’ Death
<LLM-T75.0% 10° L =72.0-300x10° /L =500 — 2350 x 10° /L =250 % 10° /L
Splenic function Incidental findings (e.q., Prophylactic antibictics —_ Life-threatening Death
Howell-Jolly bodies) indicated CconsSquUences
Blood/Bone Marrow — Blood — Other (Specify) il Moderate Severe Life-threatening; disakling | Death

Other (Specify, __)




Medical Dictionary for Regulatory
Activities — MedDRA
Background

 Is a clinically validated international medical terminology
used by regulatory authorities and the regulated
biopharmaceutical industry throughout the entire
regulatory process, from pre-marketing to post-marketing
activities, and for data entry, retrieval, evaluation, and
presentation.

« Is the adverse event classification dictionary endorsed
by the International Conference on Harmonisation of
Technical Requirements for Reqistration of
Pharmaceuticals for Human Use (ICH).



http://en.wikipedia.org/wiki/Medical_terminology
http://en.wikipedia.org/wiki/Adverse_event
http://en.wikipedia.org/wiki/International_Conference_on_Harmonisation_of_Technical_Requirements_for_Registration_of_Pharmaceuticals_for_Human_Use
http://en.wikipedia.org/wiki/International_Conference_on_Harmonisation_of_Technical_Requirements_for_Registration_of_Pharmaceuticals_for_Human_Use
http://en.wikipedia.org/wiki/International_Conference_on_Harmonisation_of_Technical_Requirements_for_Registration_of_Pharmaceuticals_for_Human_Use

MedDRA

* Isused in the US, European Union, and Japan.
Its use Is currently mandated in Europe and
Japan for safety reporting.

* |s managed by the MSSO (Maintenance and
Support Services Organization), an organization
that reports to the International Federation of
Pharmaceutical Manufacturers and Associations
(IFPMA).



http://en.wikipedia.org/wiki/US
http://en.wikipedia.org/wiki/European_Union
http://en.wikipedia.org/wiki/Japan
http://en.wikipedia.org/wiki/International_Federation_of_Pharmaceutical_Manufacturers_and_Associations
http://en.wikipedia.org/wiki/International_Federation_of_Pharmaceutical_Manufacturers_and_Associations

MedDRA Structure

System, Organ, SOC | Highest level of the terminology, and 26
Class distinguished by anatomical or
physiological system, etiology, or
purpose
High Level Group | HLGT | Subordinate to SOC, supraordinate 332
Term descriptor for one or more HLTs
High Level Term HLT | Subordinate to HLGT, 1,688
superaordinate descriptor for one or
more PTs
Preferred Term PT | Represents a single medical 18,075
concept
Lowest Level Term | LLT | Lowest level of the terminology, 66,135

related to a single PT as a synonym,
lexical variant, or quasi-synonym
(Note: All PTs have an identical LLT)




MedDRA

 In addition, the MedDRA dictionary includes
Standardized MedDRA Queries (SMQs). SMQs are
groupings of terms that relate to a defined medical
condition or area of interest.

« MedDRA translations
— Dutch
— English
— French
— German
— Italian
— Japanese
— Portuguese
— Spanish



CTCAE v3.0 & MedDRA

« CTCAE & MedDRA

— MedDRA is used by the biopharmaceutical industry
and regulatory agencies within the ICH regions

« CTCAE use by Industry

— CTCAE is widely used in oncology and HIV clinical

research

— To facilitate data exchange within internal databases using MedDRA and with
regulatory authorities for the purpose of SAE reporting, must establish a
mechanism to ‘translate’ or ‘convert’ CTCAE terms from investigators to
MedDRA terms.

— CTCAE mapping to MedDRA (imperfect)



Comparison

MedDRA
List of terms
>86,000
Content: Comprehensive

Hierarchy: 5 levels
Medically validated

CTCAE v3.0
List of terms
1,059
Content: Oncology
Severity Scale

Hierarchy: 2 levels



CTCAE v3.0 Issues & MedDRA

e CTCAE v3.0 Terms

— Multiple concepts

— One/many element of Grade description is
critical AE concept

— Not all MedDRA terms

« 72% CTCAE = mapped to a single MedDRA
term/code

« 28% CTCAE = CTEP-only code (leading 9’s with
meaning to no one outside CTEP)



Multiple Concepts in one AE Term

CTCAE v3.0

CONSTITUTIONAL SYMPTOMS

Page 1 of 2

Grade

Adverse Event

Short Hame

1

2

3

5

Fatigue
{asthenia, lethargy,
malaise)

Fatigue

Mild fatigue over baseline

Moderate or causing
difficulty performing some
ADL

Mapped to MedDRA: Fatigue 10016256

Fatigue, Asthenia, Lethargy, Malaise

*Are unigue concepts in MedDRA (PTs)
*Are not
—related to a single Preferred Term
—synonyms, lexical variants, or quasi-synonyms

Severe fatigue interfering
with AD0L

Disalkling




€*MedDRA Browser - SOC ¥iew : MedDRA ¥ersion

File Wjew Tools Help

=18]x]

it General system disorders NEC
=-AT Asthenic conditions
L. PT Fatigue

soc General disorders and administration site conditions

-FT Chranic fatigue syndrome
-PT Decreased activity

o

----- wr Chronic fatigue

-\ Depressive weariness
-{w| Enervation

----- wr Exhaustion

----- wr Exhaustion due to excessive exert
----- wr Exhaustion due to exposure
----- wr Fatigability

----- wr Fatigability generalized
----- wr Fatigability lumbar

----- wr Fatigability of knees

----- ur Fatigue

----- wr Fatigue aggravated

----- wr Fatigue extreme

----- wr Fatigueability

----- wr Fatigueahility generalized
----- wr Lassitude

-|w] Lass physical strength
] TATT

----- wr Tired all the time

-] Tired and heavy

----- wr Tired out

----- wr Tiredness

----- wr Wyashed-out

----- wr YWeariness

----- wr Wyorn out

- PT Lethargy

- PT Listless

MedDRA Preferred Term

Fatigue + 20 LLTs
-PT Autonomic netvous system imbalance K2Rl L s T

=1001x]

—String search criteria for MedDRA Term
¥ SOC ¥ HLGT ¥ HLT ¥ PT ¥ LLT [ Search | Clear All | Cancel Search |

Search Condition “alue |Lngica||

[contains > fatigue JanD =]
[contains ~| JanD =]
[contains ~| |

PT |LLT | Search Results | 21

Click "Cancel Search’ to stop the search Search Results for PT:I ]

FT Chraonic fatigue syndrome
FT Fatigue
=07 Asthenic conditions
B General system disorders NEC
E General disorders and administration site conditions
FT Fatigue management
T Muscle fatigue

T Post viral fatigue syndrome

T =

Print | Close |

[

|Ready

|2-5-08 14:21:25



CTCAE Revision
Fatigue (asthenia, lethargy, malaise)

 List separately in CTCAE

e Listin format of CTCAE ‘Select’?

— General system disorders NEC
 Fatigue
« Asthenia
 Lethargy
* Malaise

* If listed separately and/or as ‘Select’ is
grading scale appropriate?



CTCAE v3.0

Critical concept listed in Grade only — not as
AE Term

ALLERGY/IMMUNOLOGY Page 1 of 1

Grade
Adverse Event Short Name 1 2 3 5
Allergic reaction/ Allergic reaction Transient flushing or Fash; flushing: urticara; Sympiomatic Anaphylaxis De=ath

hypersensitivity
(including drug fewer)

FEmarE: Urticaria with manifestations of allergic or hypersensitivity reaction is graded as Allergic reaction/hypersensitivity [including drug fever).

rash; drug fewer <32°C
{=100.4°F)

ALZD CONSIDER: Cyickine release syndrome/acute infusion reaction.

dyspnea; drug fewver
Z3B*C (2100.4%F)

bronchospasm, with or
without wrficaria;
parenteral medication(s)
indicated; allergy-related
edema’angicedema;
hypotension

(

20




CTCAE Revision

Allergic reaction/hypersensitivity
(including drug fever)

Allergic reaction/hypersensitivity

1. Transient flushing or rash; drug fever <38 C (<100.4 F)

2. Rash; flushing; urticaria; dyspnea; drug fever >38 C (>100.4 F)

3. Symptomatic bronchospasm, with or without urticaria; parenteral
medication(s) indicated; allergy-related edema/angioedema; hypotension

4.7

5.7

Anaphylaxis

G AW e

. ?
. ?

Drug fever?




CTCAE Issue

Non-MedDRA Terms + CTEP-Only Codes

IN

~ECTION CATEGORY

Infection

{documented clinically or
microbiologically) with
Grade 3 or 4 neutrophils
(ANC =1.0 x 10°1L)

— Select —

‘Select’ AEs appear at the
end of the CATEGORY.

Infection (documentsd
clinically) with Grade 2 or
4 ANC — Sefect

Localized, local
intervention indicated

IV antibiotic, antifungal, or
antiviral interventicn
indicated; interventional
rachology or operative
infervention indicated

Life-threatening
conseguences (e.g.,
septic shock,
hypotension, acidosis,
NeCrosis)

Death

REMARK: Fever with Grads 3 or 4 neutrophils in the ab@ence of documentad infection is graded az Febrile neutropenia (fever of unknown cngin without clinically or microbiclogically

documented infection).

ALSD CONSIDER: Meutrophilg/granulocytes (ANCIAGT).

Infection with nomal
AMC or Grade 1 or 2
neutrophils

— Select —

‘Select AEs appear at the
end of the CATEGORY.

Infection with noma
AMC — Select

Localized, local
intervention indicated

IV antibiotic, antifungal, or
antiviral interventicn
indicated; interventional
radiclogy or operative
intervention indicated

Life-threatening
consequences (e.g.,
septic shock,
hypotension, acidosis,
Necrosis)

Death

Infection with unknown
ANC
- Select —

‘Select’ AEs appear at the
end of the CATEGORY.

Infection with unknown
AMC — Select

Localized, local
intervention indicated

REMARE: Infection with unknown AMC — Selsctis fo be IlSEd n thie rare case when ANC i2 unknown.

IV antiliotic, antifungal, or
antiviral intervention
indicated; interventional
rachology or operative
intervention indicated

Life-threatening
consequences (e.g.,
seplic shock,
hypotension, acidosis,
Necrosis)

Death




INFECTION — SELECT

AUDITORY/EAR
— External ear (otifis exterma)
— Middle ear (otitis media)

CARDIOVASCULAR
— Artery
— Heart {endocarditis)
— Spleen
— Yein
DERMATOLOGYISKIN
— Lipvperioral
— Peristomal
— Skin {cellulits)
— Ungual {nails)
GASTROINTESTIMAL
— Abdomen MOS
Analiperiana
Appendix
Cecum
Colon
Cental-tooth
Cuodenum
Ezophagus
— llgurm
— Jejunum
— Cral cavity-gums (gingivitis)
— Peritoneal cavity
— Rectumn
— Salivary gland
— Small bowsl NOS
— Stomach

GEMERAL
— Blood
— Catheter-related
— Faoreign body (2.g., graft, implant,
prosthesis, stent)
— Wound
HEPATOBILIARYIPANCREAS
— Biliary tres
— Gallbladder (cholecystitis)
— Liver
— Pancreas

LYMPHATIC

— Lymphatic
MUSCULOSKELETAL

— Bone {osteomyelifis)

— Joint

— Mugzcle {infeciion myositis)

— Soft issue MOS
MEUROLOGY

— Brain {encephalitiz, infectious)

— Brain + Spinal cord {encephalomyelitis)
Meningss {meningitis)
— Merve-crania
Merve-peripheral

— Spinal cord (myelitiz)
OCULAR

— Conjunctiva

— Comsa

— Eye NOS

— Lens

FULMONARY/UPPER RESPIRATORY
— Bronchus
— Larynx

Lung (pneumonia)

Mediastinum NOS

Mucosza

Meck NOS €

Mose

FParanasa

Pharynx

Pleura {empysma])

Sinus

Trachea

Upper asrodigestive NOS

Upper airway NOS

REMAL/GEMITOURINARY
— EBladder {urinary})
— Kidney
— Prostaie
— Ureter
— Urethra
— Urinary tract NOS

SEXUALREPRODUCTIVE FUMCTION
— Cervix
— Fallogian fube
— Pelvis MOS
— Penis
Serofum
terus
Yagina
- Yulva

Count of 77 INFECTION terms

99%

map to MedDRA



INFECTION CATEGORY

* Infection with unknown ANC — Conjunctiva
— MedDRA: Conjunctivitis infective -10010742

* Infection (documented clinically or
microbiologically) with Grade 3 or 4 neutrophils

9 (ANC <1.0 x 10e9/L) — Conjunctiva
codes

* |Infection with normal ANC or Grade 1 or 2
. heutrophils - Conjunctiva




SURGERY/INTRA-OPERATIVE INJURY

Page 1 of 2

Grade

Adverse Event |

Short Name

| 2

| 3

4 5

CATE Soim—
T

MavizaTIoN MOTE: Intra-operative hemorrhage is graded

as Hemorrhage'bleeding associated with surgery. intra-cperalive or postoperative in the HEMORRHAGEBLEEDING

Infra-cperative injury
— Select Organ or
Structure
‘Select” AEs appear at the
end of the CATEGCRY.

REMARK: The ‘Select’ AEs an

raop injury — Select

Primary repair of injured
ocrgandstructure indicated

efinad as signficant, unanticipated injuries that are re

FPartial resection of
injured organ/structure
indicated

Complete resection or
reconstruction of injured
organ'structure indicated

Life threatening —
conseguences; disabling

cognized at the time of surgery. These AEs do not refer to additional surgical procedures that
of a change in the operative plan based on infra-operative findings. Any sequelas resulting from the intra-operative injury that result in an adverse
1 must also be recorded and graded under the relevant CTCAE Term.

Intra-operative Injury —
Crther (Specify, __)

Intracp Injury — Cther
(Specify)

Primary repair of injured
ocrgan'structure indicated

Fartial resection of
injured organ/structure
indicated

Complete resection or
reconstruction of injured
organ'structure indicated

Life threatening —
conseguences; disabling

REMARK: Intra-operative Injury — Cther (Specify, _ ) is to be used only to report an organ/structure not included in the “Select” AEs found at the end of the CATEGORY. Any sequelas
resulting from the intra-aperative injury that result in an adverse outcome for the patient must alsa be recorded and graded under the relevant CTCAE Tam.

AUDITCRY/EAR
— Inner 2ar
— Middle ear
— Outer sar NOS
— Outer ear-Pinna
CARDIOVASCULAR
— Artery-acria
— Artery-carotid
— Artery-cerzbral
— Artery-extremity {lowsr)
— Artery-extremity (upper)
— Arery-hepatic
— Artery-major visceral arery
— Arery-pulmonary
— Artery NOS
— Heart
— Spleen
— Wein-extremity (lower)
— Wein-extremity (upper)
— Wein-hepatic
— Wein-inferior vena cava
— Wein-jugular
— Wein-major visceral vein
— Wein-portal vein
— Wein-pulmanary
— Wein-superior vena cava
— Wein MOS
DERMATOLOGYISHIM
— Breast
— Mails
— Skin
ENDCCRIMNE
— Adrznal gland
— Parathyroid
— Pituitary

EMDOCRINE (continued)
— Thyraid
HEAD AND NMECK
— Gingiva
— Larynx
— Lipiperioral area
— Facs NOE
— Masal cavity
— Masopharynx
— Meck NOS
— Moss
— Oral cavity MOS
— Parotid gland
— Pharynx
— Salivary duct
— Salivary gland
— Sinus
— Testh
— Tongue
— Upper aerodigestive NOS
GASTROIMNTESTINAL
— Abdomen NOS
— #Anal sphincter
— Anus
— Appendix
— Cecum
— Colon
— Duodenum
— Esophagus
— lleum
— Jejunum
— Cral
— Pertoneal cavity
— Rectum
— Small bowel NOS

GASTROINTESTIMAL {continued)

Stoma (Gl)
Stomach

HEFPATOBILIARY! PAMNCREAS

Biliary tree-commaon bile
duct

Biliary tree-common hepatic
duct

Biliary tree-left hepatic duct

Biliary tree-right hepatic duct

Biliary tree NOS

Gallbladder

Liver

Pancreas

Pancreatic duct

MUSCULOSKELETAL

Bane

Cartilage
Extremity-lower
Extremity-upper
Jaint

Ligament
Muscle

Soft tissus NOS
Tendon

HEUROLOGY

Brain

Meninges

Spinal cord

MERVES:

— Brachial plaxus

— CHN | {olfactory)

— CHN I [optic)

— CHN NI {oculomaotor)
— CHM IV {trochlear)

MEURCLOGY {coniinued)

t :E. .'Eq.

— CM W (trigeminal) motor

— CH W (trigeminal) sensory

= CM W (abducens)

— CM W (facial) motor-face

— CH W (facial) sensony-
taste

— CM W {vestibulocochlear)

— CM X (glossopharyngeal)
motor pharyme

— CM IX (glossopharyngeal)
sensory ear-gpharym:-
tangus

— CM X {vagus)

— CM Xl (spinal accessory)

— CHM Xl (hypoglossal)

— Cranial merve or branch
NOS

— Lingual

— Lung thoracic

— Peripheral motor NOS

— Peripheral sensory NOS

— Recurrent laryngeal

— Sacral plexus

- Sciafic

— Thoracodorsal

OCULAR

— Conjunctiva

FULMOMARYIUFPFER

RESPIRATCRY

— Bronchus

— Lung

— Mediastinum

— Pleura

— Thoracic duct

— Trachea

— Upper airway NOS

REMALIGEMITOURIMNARY

— Bladder

— Cendix

— Fallopian tube
— Hidney

— Owvary

— Palvis MOS

— Penis

— Prostate

— Scrotum

— Testis

— Ureter

— Urethra

— Urinary conduit
— Urinary tract NOS
— lherus

— Vagina

— Yulva

141 Site-specific terms

<10% MedDRA




Comparison

MedDRA
List of standard terms
>86,000

Content: Comprehensive

Hierarchy: 5 levels
Medically validated

CTCAE v4.0

List of MedDRA standard
terms

~10007

Content: Subset of MedDRA
appropriate for oncology

Severity Scale

Hierarchy: 2 — 3 levels?



> w e

Wi
Wi
Wi
Wi

CTCAE v4.0

not require sites to learn MedDRA
not require sites to code MedDRA
not be a clone of MedDRA

not be replace MedDRA



CTCAE v4.0

1. Will list a small subset of MedDRA
standard terms that are common In
oncology practice

2. CTCAE v4.0/MedDRA terms are

recognized by the ICH community as
practice standards



Working Group Assignments
Excel Documents
Provide specific information by CTCAE
v3.0 CATEGORY and by SOC
6 Worksheets per Excel File

Not for comments, edits, additions,
deletions, etc.

— All work will be done on the Wik
Are available on gForge




CTCAE
vi.0

hbALIMOL
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|aLLERGYA
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hbALIMOLC
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|aLLERGYA

MARALIMOL O
Y

(ALLERGYA

RRALIM L
ey

| CATEGOR‘l".
ALLERGHA

CTCAE v3.0 supra-
ordinate term

Allergic
reactionhyperzensitivity
(inchuding drug fever)
Allergic rhinitis (including
sneezing, nasal stuffiness,
postnasal drip)

ALtoimmune reaction

Serum sickness

“Yascultis

Allergydmmunclogy - Cther
[Specify,

v v

CTCAE
vil Select
AE

\{

MedDRA
Code(v10.
MedDRA  0) CTEP
LLT (w100} Code
r

Hyperzensit

ivity 10020731
r

Allergic

rhinitiz 10001723
r

Avtoimmune

dizorder 10061664
r

Serum

zickness 10040400
r

Vazcultis 10047115

[mmune r

system

dizorder 10021425

\4

PT

Hypersensitivity

Fhintiz allergic

Autaimmune

dizorder

Serum sickness

“Yascultis

Immune system
dizarder

\4

HLT

Allergic conditions
MEC

Mazal congestion
and inflammations

Autoimmune
dizorders MEC

Allergic conditions
MEC

Yazculitides MNEC
Immune and
associated
conditions MEC

For Working Group Background Information ONLY

\4

HLGT

Allergic conditions
Upper respiratory
tract dizorders
[excl infections)

Autoimmune
dizorders
Allergic conditions

“azcular
inflammations

Immune dizorders
MEZ

Excel Files by CTCAE v3.0 CATEGORY with 6 Worksheets

S0C

Immune system dizorders

Respiratory, thoracic and

mediaztingl dizorders

Immune system disorders

Immune system dizorders

“Yazcular disorders

Imimune system dizorders

Worksheet #1

b M|\ ALLERGY AsIs / ALLERGY Rev 4 SOC Immune # AdDEERS CDUS Rpt # AutoCode / AdEERS CDUS ALL AEs /

dy




CTCAE v3.0

ALLERGY M
ML QL
ALLERGY M
ML QL
ALLERGY M
ML QL

ALLERGY M

ML QL

ALLERGY M
LI QL

ALLERGY M
MR QLG

ALLERGY M
ML QL

ALLERGY M
ML QL

AE Count
CATEGORY 1 Indicator

i

o

Identifier/
Action

Criginal
Revizion?

Revizion?

Revizion?

Original

Revizion?

Revizion?

CTCAE vi.0 supra-
ordinate term

Allergic
reactionhypersensitivity
(inchuding drug fesver)

Allergic reaction

Drug fesver

Anaphylaxis

Allergic rhintis (including
zneezing, nazal stuffiness,
postnasal drip)

Alleraic rhinitis

Sneezing

azal congestion

CTCAE MedDRA
w30 MedDRA LLT | Code{v10.0)f
Select AE (v10.0) CTEP Code PT
r

Hypersensitivity 10020751 Hypersensitivity

Hypersensitivity

Anaphylaxiz

Allergic rhinitis 10001723 Rhinitis allergic

HLT

Allergic
conditions
MEC

Mazal
congestion
and
inflamimation
s

HLGT S0C

Immune
Allergic aystem
conditions  dizorders

Imtnune
aystem
dizorders
Upper
respiratory  Respiratory,
tract thoracic
dizorders  and
[excl mediastinal

infections) dizorders

Comments
Reviewwers: When original
CTCAE term is =pit, dizcuss
Grading scale for new terms.
Use CTCAE +3.0 madel of
'Supra-ordinate terms' with
Select? Group with HLT as
‘Supraordinate'?

Allergic reaction is LLT for PT
Hypersensitivity

Drug fever iz LLT for PT
Pyrexia.

Original Grade 4 Anyphylaxis
Congzider listing separately &
draft Grading Scale

Original = 4 PTs; S0C
relocation

Rows inserted with potential revision MedDRA terms.

Comments column

Sneezing

Mazal stuffiness Mazal congestion

and
mediastinal
dizorders
Respiratary,
thoracic
and
mediastinal
dizorders

B oo ik =d s

o[y ALLE&V Asls % ALLERGY Rev£ A _Immune 4 AJEERS_CDUS_Rpt 4 AutoCode 4 AdEERS_CDUS_ALL_AEs /
1y

SO relocation

Mazal congestion is often
reported as Cther, specify

S \Worksheet #2 |
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CTCAE v3.0

CTCAE vi.0 supra-ordinate
CATEGORY 1 term
Allergic
reactionfypersen
ALLERGY AMMUN - zitivity (including
oL drug fever)
Allergyammunolog
ALLERGY AN |y - Other
oLy [Specify,
ALLERGY AMMUR - Autoimmune
| oLoG reaction
ALLERGY AhrALIr
| oLoG Serum sickness
Cytokine releasze
syndromesfacute
| =Y MOROMES infusion reaction

d

CTCAE v3.0
Select AE

MedDRA LLT
(wv100)

Hypersensitivity

Imimune =ystem
dizorder
Autoimmune
dizorder

Serum sickness

Cytakine release
syndrome

CTCAE v3.0 ALLERGY CATEGORY

MedDRA
Code(w10.0)/
CTEP Code
10020731

10021425

10051664

10040400

10001595

PT

Hypersensitivity

Immune system
dizarder
Avtoimmune
dizorder

Serum sickness

Cyvtokine release
syndrome

HLT

Allergic conditions
MEC

[mnune and
associated
conditions MEC
Avtoimmune
dizorders MEC
Allergic conditions
MEZ

[mnune and
associated
conditions MEC

HLGT S0C

Immune system
Allergic conditions dizorders

Immune dizorders  Immune system

MEZ dizorders
Avtaimmune Immune system
dizarders dizorders

Immune system
Allergic conditions dizorders

Imimune dizorders  Immune system
MEC dizorders

Majority of AEs reside in MedDRA SOC — Immune

system disorders

SOC Immune systems disorders Worksheet displays
all CTCAE v3.0 AEs that reside in Immune systems
SOC

b M ALLERGY_Asls £ ALLERGY @c ImmunEE p.dEkRS COUS Ppt # AutoCode 4 ADEERS CDUS aALL AFs / Worksheet #3
W /




CTCAE
vi.0

| CATEGOR‘l".
ALLERGHA

hbALIMOL
ey

|aLLERGYA

AN
ey
ALLERGY A
RN
=Y
ALLERGY A
hbALIMOLC
ey

|aLLERGYA

MARALIMOL O
Y

(ALLERGYA

RRALIM L
ey

CTCAE v3.0 supra-
ordinate term

Allergic
reactionhyperzensitivity
(inchuding drug fever)
Allergic rhinitis (including
sneezing, nasal stuffiness,
postnasal drip)

ALtoimmune reaction

Serum sickness

“Yascultis

Allergydmmunclogy - Cther
[Specify,

CTCAE

vil Select MedDRA

AE

MedDRA
Code(v10.
0y CTEP
LLT (w100} Code

r

Hyperzensit

ivity 10020731
r

Allergic

rhinitiz 10001723
r

Avtoimmune

dizorder 10061664
r

Serum

zickness 10040400
r

Vazcultis 10047115

[mmune r

system

dizorder 10021425

PT

Hypersensitivity

Fhintiz allergic

Autaimmune

dizorder

Serum sickness

“Yascultis

Immune system
dizarder

HLT

Allergic conditions

MEC Allergic conditions
Upper respiratory
tract dizorders
[excl infections)

Mazal congestion
and inflammations

Autoimmune
dizorders MEC

Allergic conditions

MEC Allergic conditions

“azcular
inflammations

Yazculitides MNEC
Immune and
associated
conditions MEC MEC

Autoimmune
dizorders

Immune dizorders

Immune system dizorders

Respiratory, thoracic and
mediastinal dizorders

Immune system disorders

Immune system dizorders

“Yazcular disorders

Imimune system dizorders

CTCAE v3.0 ALLERGY CATEGORY AEs actually

reside in 3 different MedDRA SOCs

* ALLERGY Asls i ALLERSY Rev 4 SOC Immune # AJEERS CDUS Rpt 4 AutoCode f AdEERS CDUS ALl AEs 4 Worksheet #1

dy
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CTCAE v3.0 MedDRA
CTCAE vi.0 supra-ordinate CTCAE vi.0 MedDRA LLT Code(v10.0)f
CATEGORY 1 term Select AE (w100} CTEP Code PT HLT HLGT S0C
Allergic 10020751
reactionfypersen
ALLERGY AMMUN - zitivity (including Allergic conditions Immune system
oL drug fever) Hypersensitivity Hypersensitivity  MNEC Allergic conditions dizorders
Allergyammunolog 10021425 Imimune and
ALLERGY AMMUN v - Cther Imimune =ystem Immune system azsocisted Immune dizorders  Immune system
oLy [Specify, dizorder dizorder conditions MEC MEZ dizorders
ALLERGY AMMUM - Autoimmune Autoimmune 10061664 Autaimmune Avtaimmune Avtaimmune Immune system
| oLoG reaction dizorder dizorder dizorders MEC disorders dizorders
ALLERGY AhrALIN 10040400 Allergic conditions Immune system
| oLoG Serum sickness Serum sickness Serum sickness MEC Allergic conditions dizorders
Cytokine releasze 10001595 Immune and
syndromesfacute Cytakine release Cyvtokine release aszociated Imimune dizorders  Immune system
| =Y MOROMES infuzion reaction syndrome syndrome conditions MEC MEZ dizorders

' All CTCAE v3.0 AE Terms that appear in CTCAE v4.0
1 and all new CTCAE v4.0 terms will be listed with their
. associated MedDRA SOCs

¢ » MY ALLERGY Asls £ ALLERGY @c ImmunEE p.dEkRS COUS Ppt # AutoCode 4 ADEERS CDUS aALL AFs / Worksheet #3
W /

d




CTCAE vi.0 CnTEGDR‘fi CTCAE vi.0 term | Other Specify | Count |
Allergic reactionhypersensitivity (including
ALLERGY MMMUNOLOEY [drug fevet] 906
Allergic rhinitis (including sneezing, nasal

ALLERGYIMMUNOLOGY  stuffiness, postnasal drip) 1517 Working Group
| ALLERGY IMMUNOLOGY  Autaimmune reaction 76 Information
:ALLERG‘MMMLINDLDG‘H Serum sickness 4 Only:
|ALLERGY IMMUNOLOGY  ascultiz 20

ALLERGY AMMUNOLOGY | AllergyAmmunology - Other (Specify, _ SILSI?I'E:QieSltS:,T:iﬁﬁﬁé?é‘?ﬁg}égﬁummm e 1 HIStorlcaI data -
- ALLERGY IMMUMOLOGY | Allergydmmunology - Other (Specify, _ ) ALLERGIC T PEMICILLIM 1 CTCAE v3.0
_ ALLERGY IMMUMOLOGY | Allergydmmunology - Other (Specify, _ ) ALLERGIC T PREVALCID 1 AE terms
:ALLERG‘MMMLINDLDG‘H Allergydmmunology - Cther (Specity, _ ) ALLERGIES 1 re ported to
[ALLERG IMMUNOLOGY  Allergydmmunalogy - Other (Specify, ) Al LEERGRESISEACMAL) 1 CTE P, NCI

ALLERGY IMMUMNOLOGY | AllergyAmmunology - Cther (Specify, ) ALLERGY 1
_ AL ERGYAMMUMOLOGY | Allergydmimunology - Other (Specify, _ ) AL ERGY - [THZY EYES 1
| ALLERGY IMMUNOLOGY LllergyAmmunalogy - Other (Specify, 1 SLLERGY - QTHER [MILK INTOLER&MCE] 1
| ALLERGY IMMUNOLOGY SlleroyAmmunology - Other (Specify, 1 ALLERGY SEAFOQOD & IODIMNE 1
:ALLERG‘MMMLINDLDG‘H Allergyiammunology - Cther (Specity, ] allergy to antibictics 1

ALLERGY IMMUMOLOGY | Allergydmmunology - Other (Specify, _ ALLERGY TO AMTIBIOTICS SPECIFIED 1M SAE REPORT 1
- ALLERGY IMMUMOLOGY | Allergydmmunology - Other (Specify, _ ) ALLERGY AMMUMNOLOGY OTHER: ASBESTOS 1
- ALLERGY IMMUMOLOGY | Allergydmmunology - Other (Specify, _ ) ALLERGY MMMUMOLCGY OTHER: CODEINE 1
_ ALLERGY IMMUMOLOGY | Allergydmmunology - Other (Specify, _ ) ALLERGY AMMUNOLOGY OTHER: FIBERGLASS 1
_ ALLERGY IMMUMOLOGY | Sllergydmmunology - Other (Specify, _ ) ALLERGY AMMUMOLCGY: ALLERGY -CTHER 1
- ALLERGY IMMUMNOLOGY | AllergyAmmunology - Cther (Specify, ) ALLERGY _-_OTHER 1
_ ALLERGY IMMUMOLOGY | Sllergydmmunology - Other (Specify, _ ) ALLERGY _-SWOLLEM LIPTHROAT TIGHT 1
- ALLERGY IMMUNOLOGY | AllergyAmmunology - Cther (Specify, ) ALLERGY-OTHER 1
| ALLERGY IMMUNOLOGY SlleroyAmmunalogy - Other (Specify, 1 SLLERGY-OTHER [MILK INTOLERAMNCE] 1
| ALLERGY IMMUNOLOGY SllergyAmmunalogy - Other (Specify, 1 ALLERGY-OTHER [THROAT IRRITATION] 1
- ALLERGY IMMUMOLOGY | Alleraydmmunology - Other (Specify, _ ) ALLERGY-OTHER: DRUG RASH 1
- ALLERGY IMMUMOLOGY | Allergydmmunology - Other (Speci® _ ) ALLERGY 0T MASAL DRYMESS 1 WorkSheet #4

« » w[ ALLERGY Asls { ALLERGY Rev / SOC_ImmunenAdEERS_CDUS_Rpt / pltoCode / AdEERS_CDUS_ALL_AEs
: [\ A /A A Rpt Lol A /
y




CTCAE v3.0 CATEGORY CTCAE vi.0term Other Specify Count LLT Autocode
..ﬂ-.llerg':.f.flrnmunnlng':.f - Cther
ALLERGY AMMURNOLOGY  specify ALLERGY - OTHER [MILK IMTOLERAMCE] 1 Milk alleroy Algarithim
| Allergyiammunology - Cther
ALLERGY AMMUROLOGEY  specify ALLERGY SEAFCOD & IODINE 1 Seafood allergy Algorithm
I Allergyiammunology - Cther
ALLERGY IMMUMOLOGY | specify allergy to antibiotics 1 Allergy Algarithim
| Allergydmmunology - Other  ALLERGY TO ANTIBIOTICS SPECIFIED M SAE
AL LERGY AMMURNOLOGY  specify REPORT 1 Allergy Algarithm
| AllergyAmmunology - Cther
ALLERGY AMMUNOLOGY  specify ALLERGY IMMUNOLOGY OTHER: ASBESTOS 1 Allergy Algarithim
| AllergyAmmunclogy - Cther
ALLERGY AMMURNOLOGEY  specify ALLERGY AMMUNOLOEY OTHER: CODEINE 1 Allergy Algorithm
I Allergyiammunology - Cther | ALLERGY AMMURNOLOGY OTHER:
_ALLERGWr-.-1r-.-1LINI:ZILI:Z‘":F‘rr specify FIBERGLASS 1 Allergy Working Group
Allergyammunology - Cther .
ALLERGY AMMURNOLOGEY  specify Al L ERGY AMMUMOLOGY: ALLERGY-OTHER 1 Allergy |nf0rmat|0n
| AllergyAmmunology - Cther Only:
AL LERGY AMMURNOLOGY  specify A | ERGY -OTHER [MILK INTOLERAMCE] 1 Milk alleroy
AllergyAmmunology - Cther
ALLERGY AMMURNOLOGY  specify ALLERGY-OTHER: DRUG RASH 1 Drug allergy Med DRA
| Allergydmmunolagy - Cther autoencod I ng
ALLERGY AMMURNOLOGY  specify AMEIETY - OTHER [MILK INTOLERARCE] 1 Anxiety .
I Allergyammunology - Cther Of Other,
| ALLERGY AMMURNOLOGEY  specify BURMIMGATCHING EYES 1 tch burning Specify’
Allergylmmunology - Cther g
ALLERGY IMMUNCOLOGY  specify FLUSHING MECK 1 Flushing verbatim;
| AllergyAmmunology - Cther
|ALLERGYIMMUNOLOGY  specify Generalized severe cyanosis 1 Cyanosis Algonth m;
AllergyAmmunclogy - Cther .
ALLERGY AMMUMOLOGY | specify Infusion reaction 1 Infusion MatCha
I AllergyAmmunolocy - Cther Uncoded
ALLERGY AWMMURNOLOGEY  specify MASAL ALLERGY B Alergy
| Allergylmmuniology - Cther
AL LERGY AMMURNOLOGY  specify MASAL CAVITY [SMEEZIMNG] 1 Sneezing
| Allergydmmunology - Cther  SEASOMAL ALLERGIES-
AL LERGY AMMURNOLOGY  specify A LERGY AMMUIMOLOGY 1 Seasonal allergy Alzecailoar,
AllergyAmmunology - Cther
t » M|\ ALLERGY Asls 4 ALLERGY Rev £ SOC Immune 4 AJEERS n::Dl.lS(ﬁpt ;Aututude ,{'R) CDUS_ALL_AEs | Worksheet #5
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AdEERS "% of CDUS % of Total
Total Count by Count by
| AdEERS CTCAE V3.0 CATEGORY i Count CATEGORY COUS CTCAE V3.0 CATEGORY Count CATEGORY
I Frand Total 65,996 Frand Total 383,676
|GASTROINTESTINAL 11352 17.25% METABOLICLABORATORY 72184 18.81%
| BLOODBONE MARRCW 7570 11.47% BLOODBOMNE MARR R BYO7E 17 .458%
|IMFECTICN 772 11.02% GASTROIMTESTIMAL B4E71 16.91%
|METABOLICLABORATORY 710 10.77% COMSTITUTIONAL SYMPTOMS 39166 10.21%
|MEUROQLOGY 4567 73T % DERMATOLOGY SHIM 30534 5.04%
|PULMOMARYAPPER RESPIRATORY 4745 7. 19% Pl 30580 7O7%
|PA&IN 4152 6.29% MEURCLOGY 20505 5.37%
JCOMSTITUTIONAL S*%MPTOMS 385 5.13% PULMOMARY UPPER RESPIRATORY 14212 3.70%
|DEATH 2695 4 09%, IMFECTION 7258 1.89%
|CARDIAC GEMERAL 2643 4.00%: CARDIAC GEMERAL BG4 1.65%
|WASCLLAR 2205 3.34% HEMORRHAGEBLEEDING 4407 1.15%
|HEMORRHAGEBLEEDING 1655 2.51% LYMPHATICS 3860 1.01%
|CARDIAC ARRHYTHMIA, 1075 1.63% MUSCULOSKELETALMSOFT TISSUE 2902 0.76%
| DERMATOL QY FSKIN 1059 1. 60% OCULARAISIAL 2672 0.70%
|MUSCULOSKELETALSSOFT TISSLE 1003 1.52% DEATH 2449 0 4%
| REMALIGENTOURINARY 943 1.43% COAGULATION 2306 0.60%
|HERPATOBILIARY PARCREAS 435 0 BE% AL LERGY AbLROLOGY 22ES 0.59%
JCOAGULATION 392 0.:59% ERDOCRINE 218 0.55%
(LYMPHATICS 343 0.52% REMALIGEMITOURIMNARY 2074 0.54%
| ALLERGY AhRALIRCIL 05 328 0.50% CARDIAC ARREHYTHMIL 1785 0.47%
JOCULARAISUAL 251 0.35% WASCULAR 1175 0.31%
|EMDOCRINE 199 0.30% ALUDITORY EAR 45 0.22%
|S¥NDROMES 183 0.28% SYMNDROMES BE3 017%
| SEXUALREPRODUCTIVE FUMCTION 30 0.05%: SEXUALREPRODUCTINE FUMCTION 254 0.15%
| AUDITORYEAR 25 0.04%; HEFPATOBILIARY PANCREAS 254 0.07 %
SURGERY ANTRA-OPERATIVE INJURY | 0.03% SURGERY ANTRA-OPERATIVE IMJURY 32 0.01 %
|SECONDARY MALIGNANCY 20 0.03% SECOMNDARY MALIGK LMY 30 0.01 %
GROWTH AND DEVELOPMEMT 15 0.004%

Working Group Information Only

CTCAE v3.0 AEs reported by CATEGORY

1.1.2004 — 4.1.208 Worksheet #6
{ AutoCoSe i AJEERS_CDUS A@
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gForge
Excel Documents + Instructions

http://gforge.nci.nih.gov/



http://gforge.nci.nih.gov/

INCICE GForge: Welcome - Mozilla Firefox

File:

Edit  Yiew

Hiskary

Cancer Institute

Nationa

™
Cancer Biomedical
Informatics Grid ™

MNew Account

Welcome to the National Cancer Institute's Center for Bioinformatics (NCICB) Open
Source Project Site,

This web site, enabled by GForge, is the primary site for collaborative project dewvelopment for the NCI Center for
Bioinformatics (WCICB) and for the MCI's Cancer Biomedical Informatics Grid™ {caBIG™).

® The MCICB plays a lead role in biginformatics and information technology by building many types of tools and
resources that enable information to be shared along the continuum from the scientific bench to the clinical
bedside and back.

® CaBIG™ is the cornerstone of NCI's biomedical informatics efforts to work together, leveraging valuable
resources to transform cancer research into a more collaborative, efficient, and effective endeawvor,

e MNCI's collaborative development is based on standard software practices stemming from the Rational Unified
Process {(RUP} and incorporating Object Management Group's (OMG) Model Driven Architecture {MDA). Maore
information about NCI's software development methodology, policies and procedures can be found on the
Saftware Configuration Management {SCM} Initiative project page.

Getting Started:

Mote: Access to all project pages is open, but some of the project sites' features require an account. From all
GForge tabs, you can apply for a GForge account: click the New Account link in the upper right corner; or, if you
have an account, proceed directly to login: Click Login in the upper right-hand corner.

s Home Page - This tab is where you land! From this page, you can navigate to any displayed GFarge link, to
external hypertext links, or to any other visible GForge tabs.

* ¥y Page - This tab serves as your login page once you have a GForge account and facilitates navigation to
projects you hawve joined.

* Project Tree - This tab includes links to all NCICE and caBIG project pages where you will find additional
information. Once you have a GForge account, you can navigate to any visible project in GForge and

Announcements
caBlG What's Big this Week
caCOoRE Infrastructure Mews!

MNCICB GForge Statistics
Hosted Projects: 352
Registered sers: 1,508

MNCICB Software Configuration Management
Guidelines

application Deployment Request {Annotated PDF)
Build Instructions Cutline (Annotated PDF)
Build Script Guidelines {PDF)

Change Control Handbook (POF)

Change Request

Database Deployment Request

Deployment Handbook (FDF)

Detailed Setup and Configuration Deployment
Instructions (Annotated)

Top Project Downloads

(382,536 CAE

{31,897 September 2006 Face-to-Face Meeting
(19,946) caGrid 1.0

{15,191) Compatibility Reviews

(14,594) ICR WS Monthly Calls

{14,062 20060711_14 Joint_Arch_WCDE

Cane




E)NCICE GForge: User Account Registration - Mozilla Firefox

File Edit ‘iew History Bookmarks Tools  Help

¢| - - - @ ﬁ_l‘ |@ http:ffgforge. ni. nih, gow/account/register . php |‘| [}] "|Gongle

At

, Getting Started Ei Latest Headlines

1.5, National Institutes of Health | www.cancer.gov

™ ; Log In
= [ omvereiorou <lf s
1m:|;";ﬁa Grid ™ Software/Graup Seelter New Account

My Page

Click on link

Provide information

Affiliation:

You will get an email for
Username/Password

Address:

Phone number:
Email address {a valid email address is required to complete the registration process):
Mbrief description of your purpose for requesting the account:
our request has been approved, an email will be sent to the address you have proyged with instructions on completing your account registration.

CONTACT US  PRIVACY NOTICE DI _4IMER ACCESSIBILITY APPLICATION SUPPORT

T L)
£ @ Tsve

[ane




ICB GForge: Login - Mozilla Firefox

File Edit Wiew History Bookmarks Tools Help

<TF_| - - @ ks /IJ} |@ https: {figforge. ndi.nib. govfaccount lagin, php &|‘r| [bl |'|Google |k<\_l

’ Getting Started Ei Latest Headlines

U.S. National Institutes of Health | www.cancer.gov

™ ; Log In
e Sowere/Group < | e
1nf:::aﬁcs Grid ™ Software/Graup MNew Account

My Page

Cookig® must be enabled past this point®

Se;r;r!ame: After yO U haVe
Username/Password

Password:

— : :
Loginwith SSL | Access site, Log In

[Lost wour password?]

[Mew Account]
p=e=nd confirmation email to a pending accoun

CONTACT Us  PRIMACY NOTICE DISCLAIMER ACCESSIBILITY AFPLICATION SUPFORT

R £ @ TsAoo,

Done gforge.nci.nih.gov Y




File Edit Wiew History Bookmarks Tools  Help

'| l}l "|Google

4,

<f_:| - - @ ﬁ |@ https:/fgforge. noi.nib, gov e i

’ Getting Started L;,' Latest Headlines

U.5. National Institutes of Health | www.cancer.gov

- Log Out
Software/Group _ My Account

| Register Project

Your personal page contains lists of bugs and tasks that you arfygssigned, plus st of groups that you are a member of.

My Assigned Items My Tasks

You have no open tracker items assigned to you. You have no open tasks assigned to you.
My Submitted Items Quick Survey

You have no open tracker items submitted by you. Survey not found.

Monitored Forums ¥y Projects

You are not monitoring any forums.

If wou monitar forums, you will be sent new posts in the form of an email, with a link YOU WI” have n0 PrO]ECtS

to the new message.

You can monitor forums by clicking "Monitor Forum" in any given discussion forum, CIICk On Reglster PrOJeCt

Monitored FileModules
You are not monitoring any files.

If wou monitar files, you will be sent new release notices via email, with a link to the
new file on our download server,

Y¥ou can monitor files by wisiting a project's "Summary Page" and clicking on the check
b In the files section,

Done afarge.nci.nibgov




CICE GForge: Project Information - Mozilla Firefox

File Edit View History Bookmarks Tools  Help

<E| S < @ /IJ} |@ https: figForge . nei.nih.goviregister/projectinfa. php :;| ‘| l}l "|Goc-gle

A

’ Getting Started E{ Latest Headlines

National Cancer Institute U.5. National Institutes of Health | www.cancer.gov

@ caBIG e e m— T e

2. Project Purpose And Summarization

Please provide detailed, accurate description of your project and what NCICB GForge resources and in which way you plan to use. This description will be the
basis for the approval or rejection of your project's hosting on NCICB GForge, and later, to ensure that you are using the services in the intended way. This
description will not be used as a public description of your project. It must be written in English.

Type in “| am a Working

Group Member”

-

Dong gforge.nci.nibgov  fay p




Summary
Working Group Next Steps

1. gForge Account
« Working Group Membership
« Excels + Instructions
« Calendar of Events & Timelines

2. BiomedGT Wiki Account
« Use Discuss feature to discuss changes as
appropriate
 Enter recommendations for revision
« Correspond with others on Revision Project
« Wiki to be updated at conclusion of this phase



Working Group #1
SOCs

* Blood and lymphatic system disorders
* Immune system disorders
* Infections and infestations

Members
Community Participants CTEP Participants
Mary Allent Naoko Takebe, MD
Thomas J. Walsh, MD* lgor Espinoza-Delgado, MD*
Brett Loechelt Richard Little, MD
Richard Aplenc, MD Ann Setser, BSN, MEd
Lillian Sung MD, PhD
L Unconfirmed or awaiting *Temporary WG Lead.

When WG convenes,
membership will name Lead

response




Working Groups

Members at Large

Anne Tompkins
Carol Andrist

Lisa Nastari
Shveta Tiwatri
Kathy Sward
Krystal Sexton
Erin Hawkins
William Schelman
Eric Tate

Michael Apruzzese
Yukiko Watabe
Laurie Womak
Vikrant Deshmukh
Gwen Samuel
Others-

WG Leads will request
participation from Members
at Large, or M@L may
request WG of interest

Provisions




CTCAE v.3 Revision Project
Calendar - Timelines

July 14 Working Groups being review

July 16 Steering Committee Kick-off Meeting
— WG Leads included

July 25 Working Group first review period ends

July 28 Steering Committee Meeting
— WG Leads included

July 29 Working Group Meeting (WG #s 1 — 67 TBD)
— WG Leads provide input from Steering Committee Meeting

July 30 Working Group Meeting (WG #s 7 - 12?7 TBD)

— WG Leads provide input from Steering Committee Meeting



Steering Committee

Lawrence Wright (Chair) CBIIT, NCI
Alice Chen (co-chair) IDB, CTEP, NCI
Ann Setser (co-chair) CBIIT, NCI

Roberta Harris

TRI Contractor for CTEP, NCI

Shanda Finnigan

CTEP, NCI

Section Head,

Medical
Lois Nesbitt Oversight
NSABP Biostatistical Center
Manager,
Medical
e, Rt Comng Binere
Cephalon, Inc.
Louis Frey U of Utah
Stuart Turner
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Common Termineclogy Criteria for Adverse Events v3.0 (CTCAE)

Common Terminology Criteria for Adverse Events v3.0 (CTCAE) (FOF) (Publish Date August 2, 2006)
CTCAE +3.0 includes Adverse Events applicable to all ancology clinical trials regardless of chronicity or modality.

CTC v2.0is active for a few legacy protocols only. Supporting docurments are archived on the web. CTEP data systems accommodate AE reporting for both CTC v2.0 and CTCAE 3.0
IMPORTANT: CTCAE v3.0, ariginally published March 31, 2003 is updated with minor editorial changes described in CTCAE w3.0 Matice of Modifications (PDF) (Fublish Date August 9, 2008). The CTCAE
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CTC/CTCAE Dictionary and Index
The CTCAE Dictionary is a web-based application to assist in locating appropriate adverse ewvent terms from both CTC v2.0 and CTCAE 3.0

Responsible Adverse Event (AE) Reporting: Finding Appropriate AE Terms
The Responsible Advarsse Event (AE) Reporting: Finding Approprizte AE Terms is a Power Point slide presentation to provide an overview of AE related information and illustrates the search capabilities of the

e changes made from CTC 2.0 —

CTCAE v3.0 Frequently Asked Questions (Updated June 30, 2006)
Angwers to commaonly asked guestions regarding the CTCAE v3.0, MedDRA, changes frorm CTC 2.0, and others.

CTCAE v3.0 Notice of Modifications (FDF) (Fublish Date August 3, 2006)
The Maotice of Modifications details the revisions made to the CTCAE v3.0 since its initial publication on March 31, 2003.

CTCﬂE Implementation (FOF) (Updated June 30, 2008) Ll
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Link to CTCAE v3.0 Revision Project
Recorded Education Session

https://webmeeting.nih.gov/p19665680

Questions about project:
Ranjana Srivastava,
srivastava_ranjana@bah.com
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