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Common Terminology Criteria for Adverse Events v4.0 (CTCAE)

lick Referance

The MO Common Terminology Criteria for
Achverse Events is o descriptive terminolomy which
can be wtilized for Adverse Ewvent [AE] neporting.
& grading |severity) scale is provided for each AE
term.

C 10 —
S0C

System Organ Class, the highest level of the
MedDRA hieranchy, is identified by anatomic! or
physiological system, etiology, or purpose (e
50C Investigations for laboratory test results).
CTCAE terms are grouvped by MecDRA Primary
S0OC=z. Within each S08C, AFs are listed and
accompanied by descriptions of severity [(Grade).

CTCAE Terms

An Adverse Event [AE) is army unfawvorable and
unintended  sign  [including  an abnormal
laboratory  finding), symptom, or disease
temporally assodated with the use of 3 medical
treztment or procedure that may or may pot be
considered related to the medical treatment or
procedure.  An AE is 2 term that s 2 unigue
representation of a specfic event uwsed for
meedical documentation and sdentific anzlyses.
Each CTCAE w40 term is a MedDRA LLT [Lowest
Level Term|.

Publish Date: May 28, 2009
Definits

A brief definition is provided to clarfy the
meeaning of exch AE term.

Grades

Grade refers to the severity of the AF. The CTCAE
displays Grades 1 through 5 with unique dinical
descriptions of severity for each AE based on this
general guideline:

Grade 1 Mild; asymptomatic or mild

symptoms; dinical or diagnostic
observations only; intervention naot
indicated.
Mo mrate:
noninvasive imtervention indicated:
limiting IEe-approprizte
instrurnentzl ADL®.
Severe or medically significant but
not immediztely |ife-threatening:
hospitalization or prolongation of
hospitalization indicated; disabling:
limiiting self cane ADL®®.

Grade 2 minimal, o=l or

Grade 3

Grade 4 Life-threatening COMNSEQUENDES;
urgent imtervention indicted.

Grade 5 Death related to AE.

& Semi-colon indicabes “or” within the description
of the grade.

& single dash (-} indicates 3 grade is not available.

Not zll Grades are approprizte for all AEs
Therefore, some AEs are lsted with fewer than
five options for Grade selection.

Grade 5

Grade 5 |Death) is not appropriate for some AEs
and therefore is not an option.

Brtivities of Daily Living (ADL)}

*Instrumental ADL refer to preparing meals,
shopping for groceries or dothes, using the
telephone, managing money, etc.

**Zelf care ADL refer to bathing, dressing and

undressing, fesding self. using the toilet, taking
medications, and not bedridden.

+ CTCAE 4.0 inoorpormtes certaim laments of the MedDRA tarminoiogy. For further detsils on MedDRA refer to the MacDRA MSE0 Wed Ste: [itg: /Seww, meddmmezo. oom).
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Blood and lymphatic system disorders

Grade
Adverea Event 1 2 ] 4 B
Anemix Hemogickin (Hgb] <LLM - 100  (Hgb <10.0 - B.0 gidL; <6.2 - 4.5 | Hgb <50 gidl; =42 mmoll; LF=thr=abening conssquences; | Death
gédl; <LLH - 5.2 mmolil; <LLN - |mmell; <100 - S0gil =20 gL rensfusion indcai=d urgent imfsrveniion dlicatsd
%00 gL
Cefiniion: A disomer charscisrizad by an reduciion in e amount of hemogiobin in 100 mi of bicod. Sigrs and symoioms of anemia may Rciude pallor of the skin and mocous
membranes, shortness of breath, palpitations. of the heart, sof systolic murmurs, l=fargy, and fabigabilty.
Bone mamow hypocslukr Fidly hypoceikiar or <=25% Moderateiy hypocsiular or =25 - | Severely hypocelular or =50 - | Aplastic persksi=nt for longer Dimath
resuction from rormal celuiar®y |<50% redaction fom rorma == T5% reduction celularty from | than 2 weesks
for age celliarty for age roial for age
De4niSon: A disomer charscienzed by the inabiity of T bone mamow 10 produce Remanpoletic sements.
Dizseminated Inbraascular - Lakoraiory fndings with no Labortory findings and LF=thr=abening conssquences; | Death

coagukation

Cefiniion: A disomier charscierized by sysiemic paifoiogical aciiva

bieeding

thon of bood colting mechankms

risk of Femomrhage as the body s depdeted of pistelels and coaguiation faciors.

bieeding

urgent imerendon Rdcated

which resuits In cict formadion throughout the body. There & an Rcresse in e

Febrie neutropenia

ANC =1000/mm3 with a singks
emperature of =38.3 degrees ©
(101 degrees Fjor a sustained
Emperature of ==358 degrees ©
{1004 degrees F) for mons Fan
one hour

LF=~threab=nirg conssquences;
urgent Imenenson indcated

Death

Cefiniion: A disomer charscierizad by an ANC <1000'mm32 and & single iempeaiures of =353 degress C (101 degress F) or 3 susiainsd emperatune of *=38 degress C (1004

degre=s F} for monrs than one hour.

Hemoiysis Laborabory evidenos of Evidersce of hemolysis and >=2 | Tnsision or medica LF=thr=abening conssquences; | Death
hemalyss only (e.g., direct D decrease In hemogiobin. imte=rention indicated (e.g., urgent intenention ndicated
antigiobuln test; DAT; Coombs! siemids)
schisiocyies; deorexsed
hapriogbokin)

Defnion: A disorder charscisrzed by sbomtory best resuls that indoate widespread snyfhrocyte ol membrane desinaction

Hemoiyic eremic syndrome Ewidence of RBC destruction - Labortory fndings with clinical | LMe-threatening consequences, |Death
(schistoyiosls] wiout cinical CONSSQUENCES (£, FEna (=g., CNZ hemorhage or
COMSEqUENTES nzuticency, petechiae) thromboskiembolsm of rena

Talur=]

Cefinion: A disomer charscisrizad by a form of thrombobic micoanglopatiy with reral fTalurs, hemolytic amemia, and severs thrombocyiopenia

Leukocyiosis - - =100, 000fmm3 Clinlcal manFesiationes of Dimath
acosiasls; urpent imensemtion
Iredicaied

Ceiniion: A disomer charscisrizad by sboratory kest esuls that indcate an Increased number of winile bicod ceks in the biood

Lymph node pain id pain Meoderate pain; limiting Bevers pain; Imiting seff cans - -

nstrumental ADL ADL

Definon: A disorder charscisrized by a sensation of marked discomfort I a lymph node.

Bpieen disorder Incidental findings (= g, Howell- | Prophyiacic andhiclics - LFe—threatening consequences; |Death
Joily bodiesy, mild degree of ndicaied urgent imfsrveniion dlicatsd
thrombocytosks and
leukncytnsis

Definiion: A disomer of Fe spheen,

Thrombatic thrombocytopenic | Evidenoe of RBC destruction - Labortory fndings with clinical | LMe-threatening consequences, |Death

U@

(schistoyiosls] wiout cinical
CORSEqUENCEs

CONSSgUEnces (eg., Fena
nsuTicency, petechiae)

(=g., CNZ hemorhage or
thmmbossembols o eEnal
falure]

Cefiniion: A disomer characierized by the presemce of micreangiopathic hemoiyiic anemia, thrembocyiopenic purpura, fever, renal abnormaliies and neurclogical abnomalBies such
a5 seizures, hemipiegla, and visual dishwrbances. It | an acuie or subacude condition

Blood armd hymphatic syshem
disorers - O, specky

Asymplomatic or mid
symptoms; cinical or diagrostic
obrzarvaiions only; Ink=nention
not indicated

Moderate; minimal, local or
noninvasive Intenvention
ndicated; limiting age-
appropriaie nstumenial ADL

Severe or medically signiicant
East niot Imrmeedate by 1fe-
hreatening; hospitalzaton or
proiongation of sxisting
Fospializabion indicabed;

disabiing; Iimiting seif cans ADL

Lra-threabening ConSaquences:
urgent imensengon indicated

Di=ath




Cardiac disorders

Srade
Advercs Event 1 2 E ] 4 B
ACuE COnEry Symdrome - Sympiomatic, progressive Sympiormaiic, unsabls angina | Symptomatic, unsiabie angines | Death
anging; cardlsc enzymes andior scube myccanda andior acuts myocardks
normal; remodynamicaly stabie | efarction, camdlac enzymes Rfartiion, cardlac EnzZymes
abnomal, hemodyramically ahnomal, hemodynamicaly
stabie umstabie
De4niSon: A disorder charscierzed by signs and symploms related to aanie ischemia of the myocandlum secondary i cofonary arery disaase. The cinical presentabon covers a
specirum of heart diseases from unstabie angina b myocardial iInfarchon.
Aoric valve disease Azympiomatic valvuiar Asymplormatic; moderats Sympiormalic; severs Li=-threatening conssquences; | Death
thickening with or without mild | regurgitation or skenosls by regurgiation or stenosls by urgent im=neenion indicabed
valvular regurgittion or imaging maging symploms ontndled | (=g, vake replacement,
sherosis by Imaging with medical Inberesntion valvuloplashy)
D=inion: A disorder charscierzed by a defsct in soriic vaive funcion or siruciure.
Azysiok Periods of asysiok; non-urgent | - - Li=-threatening conssquences; | Death
medical maragement indcai=d urgent im=neenion indicabed
De4niScn: A disorder charscierzed by a dysthythmia without candiac sectrical acthvity. Typicaily, this |5 acoompanied by cessation of the pumping function of B heart
Atrtal Shrilation Asymplomatic, imtervention pof | Non-unpent medical intervention | Symplomatic and Incompietely | LM=-threalening conssguences; |Death
rdicated Indicated controlied medically, or urgent imenanson indcated
controlied with device (g,
pacemaker], or ablation

D=inion: A disonier charsdsrzed by a dysmhythmia withoul discemibie F waves and an Ireguiar ventiodar response dus o muitiple

ariginai=s aboyve e weninces

neaniry CiFmuis. The my@m dshorbanos

Adrial Sutker

De=finion: A disomer charsdsrzed by a dysthythmia with srgantzed rgthmic sinal contractions Wi

Azymplomatic, intersention mot
Imdcated

Non-urgent medicsl infervention
Indicated

ympaomiatic and INComplElEy
controlied medically, or
controlied with device (e.g.,
pacemaker], or abiation

& rale of 200-300 beals per minu

Lea-threabening conSaquences:
urgent imensenson ndicabed

Di=ath

=. The miythm disturbance anginates in the

alria.
Alrioveniricuiar biock complete | - Man-urgent imtensenion Symphomaiic and Incomplieiely | | LMe-threatening consequences; | Death
ndicated controlied medicaily, or ungent imenenton ndcated
controlied with devioe (e.9.,
FaceEmaker)
Defnion: 4 disorder charsdertred by a dysthythmia with compiete fallure of atrdal siectrical Impulse comduction Srough the AW node 1o the venirickes.
Adrigveniricuiar biock Srst Azympiomatic, inbereention pof | Mon-urgent inf=reenion - - -
degres Imdicated ndicated
D=fnion: A disonder charscierzed by a dysrhythmia with 2 deiay In the: ime required for the conduction of an sledrical mputse through the siroveniricular (49 nods beyond 0.2
seconds; prolongation of the PR inieral greaksr than 200 millissoomds.
Cardise amest - - - Lee-threatening consequences; | Death
urgent im=neenion indicabed
Defniion: A disorder charsdertzed by ceszation of the pumping funcion of the heart.
Cihest pain - cardlac Kid pain Moderate pain; limiting Fain at rest; Imiting seff care - -
instrumental ADL ADL
Defnion: 4 disorder charsdertred by suhstemal dsoomfort dus to InseSdent myocardal ooypenaton.
Comduction disorder Iid symphoms; iInberesmton not | Moderaies symploms Seyere symploms; imervention | LS—threatening conssguences; | Death
Iredicated ndicai=d urgent im=neenion indicabed
D=iniEon: A disorder charscierzed by pathological imeguiarfies In the cardiec conduction sysbem.
Consirictive pericandtis - - Symphomeic Feart falure or Refraciory heart falure or other | Death

DefinBon: A disomer charscesrzed by a thickened and fibrotic pencsrdisl sac; these Shobc changes

other candiac Sy mpicems,
responsie io nkEraenton

paonirty comirolled candlac
symploms

mpede normal ryncardisl funcion by resincting meooandal mascie action.

Heart fallure

Definlon: A disorder charsderzed by the inablity of §e heard fo pump blood af an adeguate volume b mest tissee metabolic requirements, or, the ablEy o do so only af an elevabon

n the fllng pressare,

Asympiomalic i laborabory
(=g, BHP [E-Ratriurefic
Peptide |) or cardiac imaging
abnomalties

Eymploms with mid o
moderaie adivity or exertion

Bevere wilh symploms at rest or
with minimal acthity or exerion;
ri=reention indicai=d

LE—threatening consequences;
umgent imienvenSon indicabed
(e.g., continuous 1Y ey or
mechanical hemodynamic
support)

Dieath




Cardiac disorders

Grade
Aidverca Event 1 2 E] 4 B
Left ventricular systolc - - Sympomasc dus to drop In Refracory or poorty controlisd | Death
ay sfumchion ejecfion fraction responsive io heart fallure dwe i drop in
mi=rvention eiechion fraciion; Intervention
such as wentrioular assist
device, INWEnous ¥asopressor
support, or heart ansplan
Imcliicatesd
D=fnion: A disorder characienzed by falune of the =% venirice o produce adequate culput despite an Rcrease I dstending pressure and In end-dasiollc volume. Clinkcal
rmanfesabons mayincieds dysprea, orifoprea, and other sigrs and symploms of pulmonary congesfion and sdema.
Mitral valve disease Asympinmatic vahaiar Asymphomatic; moderate Bymphomalic; sEvers LMe=-threatening consequences; |Death
thickening with or withoutmild  |regurgitation or skenosls by regurgiafion or sienosls by urgent imisrveniion ndicated
vaivular regurgitation or maging maging symploms controdled | (2.g., valee replacement,
sternosls by Imaging with medical Inbereention vaivuoplashy )
Deiniion: A disorder characiernzed by a defect in mitral vaive fuschion or sruchare.
Miobitz (type) I afrioveniioadar | Asympiomatic, inkereention rod | Symplomatic; medica Sympformaic and inoompisiely | | Lts-threabening conssguences; | Death

block

Definiion: A disorder charscienzed by a dysrhythmia with relatyvely

Indicated

Intereention indicaked

mpuise comduction Sroagh e afrioveniricular (A7) node o the veniricies.

controlied medically, or
controlied with devics (e.g.,
pacemaker]

urgent imisrveniion ndicated

corestant PR intersal prior 1o the biock of an ainal iImpulze. This |s the resut of intsrmBent fallure of afrial slecinios

Motttz type |

Azymplomatic, intereenbion ot
Imcdcated

Eympiomatic; medical
nterdenton indicaked

Sympioraic and Inoompietesty
controlied medicaily, or
controlied with devics: {2.9.,
pacemaker]

Li=-threabening conssguences;
urgent IntenenSon Rdcated

Death

Definlon: A dsorder charscierized by a dysrhythmia with a progressively engthening FR inisnal prior o S blocking of am afrisl impaiss. This ks the esul of imiemBend fallore of

alrial secirical Impuiss conduciion through the atroveninicular (44

node o e venbides.

Mpocardial infarcton - Asymphomatic and candlac Bevers sympioms; candlac LMe=-threatening consequences; |Death
enEymes minimally abnomal enrymes ahnomai hemodyramically unstabie
ared ne evidence of ischemic remodynamicaly stable; ECG
ECG changes changes consistent with
rrarction
Defniion: A disorder charscenzed by gross necross of Se myocardiers; this ks dee o a0 intemapSon of bicod supply 1o the area.
MSyocardiis Azymplomatic wih labombory Sympioms with mid o By with symplors at restor | Lts-threabening conssguences; | Death
=i, BNF [E-NabriursSc mederaie adivity or eperiion with minimal acthity or sxerdon; |urgent intenseniion Rdcated
Peptide ) or cardiac imaging inienyention Indicaied 2., contnuous [V Ferapy or
ahnomalties mechanicasl hemodyramic
PN ==
Defniion: A disorder charscenzed by infammation of the muscie Sssue of the heart
Ealpitations M symptoms; interasntion not |nservansion indcated - - -
Imcdcated
Defnion: A disorder charadierized by an unpleasant sensafion of Imegular andéor forceful b=afing of the heart
Farcaysmal afrial yohyrardia | Asymplomatic, intersenbon mot | Sympiomatic; medica I medication indicated LMe=-threatening consequences; |Death
Imdicatesd mansgeerment indicated ImCompetely controdiesd
medically; candiowersion
Imcliicatesd
Definion: A disorder charstenred by & dysrhythmia with sbnptonset s sudden erminaton of atfal contacions Wi & rate of 150250 beats per minuie. The rhythm disturbanos
originaies in the aria
Fercardial effusion - Asymphormatic eMusion siee Effusion with physkiogic Li==threabening conssguences; | Death
small o moderate ODNSEEENCES urgent intensension indcated
Definion: A disorder charstedzed by fuld collschon within the pericandal sac, usualy due o inflammaion.
Fercardisl hmponads - - - LAe-threatening conssquernces; | Death
urgent imisrveniion ndicated
Definlion: A disorder charscierzed by an increase in intrapericardial pressure duee fo e colecion of biood or Suld In the: percardiu
Ferordis Asympiomatic, ECG or phiysical |Eympiomatic pedmandts (29 Fercamis with physioiogic LMe=-threatening consequences; |Death

fincings (.., nib) consistent
with pericandits

chast pain)

ODNSEqEENCEs (2, pericania
consiriction)

Definion: A disorder charscderized by imftafion o the yers of the pefcardum [(§e prodective sac anund §e heart]).

urgent imsnenion rolcated




Cardiac disorders

Srxde
Adverca Event 1 2 3 4 B
Fulmonary valie disease Asymplomatic vahiar Asympiomatic; moderate Symplomalic; severs Lee—threatening consequences; | Death
thickening with or without mild | regurgitation or sbenosis by regurgkation or SiEnosls by urgent imenention ndcated
vaivular regurgitation or maging maging, symploms mntrodied | (., vake replacement,
senosis by Imaging with: medical inkersention waivuloplasty )
Cefiniion: A disonder charscierized by a defiect In puimonary vaive fancbon or siruchaee
Resiriciive cardomyopaty - - Bymphomaiic Feart falure or Refracinry heart falure or other | Death
other cardiac sympaoms, poorty cotrolisd candlac
responsike io inberaenbon symphoms

Definion: Adisonier charsdsrzed by an nabify of e venirides o 1l with biood because the myocandium (heart muscie) sifSens and oses s Sexdbiiy.

Right venfricular dysfuncion Asymplomatic ‘i laboratory Symploms with mid o Bevere symploms, associated | LR=-threabening consequences; |Death
=@, BENP [E-Matriuretc mecerate acivily or exeriion with hypeomemis, right heart ungent im=reniion ndcatsd
Peptide [) or cardiac maging fallurs; oxypen indicabed (=g, veriricular assis devioes;
abnomaltiss heart rarspiant Indicated

DefinBion: A disorer charsdesnzed by mpalment of fight venimculsr funchon sssodaisd Wil ow sechon action and & dermexse i modity of e right ventrooar wal

Sk sinus syRdrome Asymplomatic, intereention Rot | Mon-ungent Imenenton Bevere, medicaly significant; Lte—threatening consequences; |Death
Rdicabed Indicabed medical Infervention indicaied urgent imenenton Rdcated

Definfion: A disorder characienzed by & dysthythmia with aRermating penods of bradycanils and afrial iachyrardls accompanied by syncope, fatgue and dzziness.

Bl bradyrardis Azymplomatic, inkerentbon mof | Symplomatic, medical Bevers, medically significant, L Fe=threabening consequences; | Death
Imdllicatesd nterdenbon indicated medical Inferventon indicated urgent imenenton mdcated

DefinBon: A disomer charsdsnzed by 3 dysthythmia with a8 heart rake (=23 than 60 beats per minuie that criginakes in the sinus mode

Binus Achycandis Azymplomatic, Inbereenton mod | Symplomatic; non-urgeni Urpent mesdical interveniion - -
Imdllicatesd medical imesnenion ndcayed ndicated

Definion: & disorder characieizead by a dysrhythmia with a2 heart rabe greafer than 100 beaés per minui= ot originaies in the sinus pode.

Suprveniriouar Bohycandla Asymplomatic, inberaenton rof | Nom-ungent medical iRterventon | Medical intervention indicated Lre—threatening conssquences; |Death

Rdicabed Indicabed urgent imenenton Rdcated
Definiion: A disonder charscierized by a dysrthythmia with a heart rabe greater than 100 beaés per minuis Sai originaies above the venirices.
Trcuspid vahe disease Asympinmatic vahiar Asympiomatic; moderate Bymplomalic; sEvers LFe—threatening consequences; | Death
thickening with or without mild | regurgitation or sbenosis by regurgiation or SiEnosls urgent imenention ndcated
vaivular regurgitation or maging Sympdoms controdled with (2., vahe replacement,
el medical Inferventon vaivuloplashy )

Cefiniion: Adisonder charsdsrzed by a defect In Ficuspid vake funchion or sructore.

Venlricular amhySmia Asymplomatic, interenbon Rof | Non-urgent medical int=rvention | Medical interventon indicated | LM=—threabening consequences; |Death
Iredlicaied indicated hemodyramic compromise;
ungent im=reniion ndcatsd

DefinBion: Adisonder chansdesrnzed by a3 dysthythmia that originates in e venirides

WVeniricular Shrilaton - - - LM=—threatening conssquences; |Death
hemodyramic compromise;
ungent im=reniion ndcatsd

Deqnion: A disorder characierzed by a dysthythmia without discemibie 2R3 complexes due bo rapid repetitve sxcEason of myocandial fibers wiout coondinated comtraction of the
weninices

Weninouar txchycarda - Mom-urgent medical infervention | Medicsl intervention indicated Le=—threatening consequences; |Desth
Indicabed hemodymamic compromise;
urgent imenenton Rdcated

Definiion: A disorder charscierized by a dysrhythmia with a heart ke greater than 100 beafts per minuies Faf originales disial o the bundie of His.

Wiot-Parknson-Whie Asymplomatic, interention Rof | Non-urgent medical int=rvention | Symptomatic and Incompletely | | LM=—threabening consequences; |Death
Symdrome mdicated ndicated oontrolied medically or urgent ime=nsenton kdcated
contolied with procedurs

DefinBon: Adisonier chansdsrnzed by the presence of an Sooessony oonductie pativeay Batwesn e alria and the venfricies that Causes premature veniricular scivasion.

Cardise disonders. - Other, Asymplomatic or mid Moderate; minimal, local o Bevere or medically signficant | LR=—threabening consequences; |Death
specily symptoms; cinical or diagrostc |noninvasive imenenton but not Immediabedy Ife- urgent imensanton kdcated
pbservadions only; Inlervention | indicabed; limiting age- hreatening; hospialzation or
not Incl cadesd approprizis instumental ADL proiongation of existing

Fospializaton Indicabed;
disabing; limiting seff cans ADL
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Congenital, familial and genetic disorders

Srade

Adwerce Event

1

2

B

4

Congenital, familal and genetic
disorders - Offwer, specty

Azympiomatic or mid
symploms:; cinical or diagnostc
olrservalions onfy; InkEnsertion
not imdlicaied

Mcderate; minimal, local or

noninyasive infensention

Indicabed; Iimiting age-

approprizie instumental ADL

Bevere or mediclly Sgnfcant
but not Immedabely 1Te-
threatening; hospilalzation or
projongation of sxisting
rospialization indicabed;
disabliing; lImiting seff care ADL

LFe~threatening conssguences:;
urgent imtenvendon indcated

Dzath
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Ear and labyrinth disorders

rads
Adverna Event | 2 E ] 4 B
Ear pain Mid pain Moderate pain; Iimiting Bevere pain; Bmiting seff cans - -
nstrumental ADL ADL
Definlon: A disonder characierized by a sensation of maked discomfort In the ear
Exiernal ear imflammation Extemal obifs with erythema or | Ext=mal otffs with motst External ofits with masioiditis; | Urpent operative interyenton Death
dry desquamabion desguamation, sdema, siEnosls or osteomypeits; Incl cated
enifanced Cerumen o recrosis of soft Hosus or bone
dischanges; tympanic memianes
perforation; tympanosiomy
Definlfon: A disonder characierizead by inflammation, sae=ling amd redness io Fe cuber =ar and =ar canal.
Exiernal =ar pain Mild pair Meoderais pain; limiting Beyere pain; Iriting seff cans - -
nstrumenial ADL ADL
Defnion: A disonder charscienzed by a sensation of mamked discomfort in the: exiemail ear region
Hearing Impaired Adults snmoled on a Monkoring | Aduits snroled In Monlioning Aduls snnolisd In MonBoring Adults: Decrease In headng o | -
Programijona 1,2, 3, 4, 6and |Fropamijonad, 2, 3,4, 6and |Frogmmionai, 2, 3, £ Sand |profound bllaberal loss [absolute
B kHz audlogram|: Threskoid 8 kHz audiogram): Threshold |2 kHz asdiogram - Threshokd threshold =20 d3 HL at 2 kHz
shift of 15 - 25 dB averagsd af 2 | shift of =25 JE arweraged ak 2 shift of >25 d2 averaped at 3 and above]; ron-servicabie
confguous kest frequencies inat | mnbguoes test frequencies in at | oomtiguous test frequencies in at | earng.
lesxest one Ear. east one sar. jeast one ear, Ferapeuic
mi=reention indicai=d. Pediabric: Audiolcgic indicaton
Adults not eroled in Monitonng | Adults ot enroiled in Monhoring for cochiear iImpiant and
Prograr: subjective change In - | Frogam: hearng ioss bat Adults not enrolied In Mankoring | addSonal spesch-iangenge
hearing in the: absence of hearimg aid or Infereenfion not | Frogram:  Fearing boss with relaied sarvdoes imdicabed
doogmenied hearng oss. ndicated; lmiting nsfrumental | hearng aid or intervenban
ADL indicaied; Imiing seif care ADL.
Pedabic jona i, 2, 3, 4, 6 and
B kHz audlogram|: Threskoid Pedatic jona 1.2, 3. 4. Sand |Fediaricionaf, 2,3, 4, Gand
shift =20 dE at 8 kHz I at least |8 kHE audiogram): Threshoid & kHz audiogram - hearng loss
ONE Ear shift =20 dE at 4 kHz and above | sufficient bo indicale thempewtic
in at lexst one 2o Friereention, iInduding hearing
Sids; Ereshold shift =20 dB a8 3
EHz and ahove Inaf eash one
ear; additional sp=ech-Janguage
reiated serices indicaied.
Cefiniion: A disonder characierzed by partial or compists koss of the abiy bo dei=c or undersiand sounds resulting from damage br 2ar sinaciures.
Mliddie =ar inflammation Semus ofts Serous obtis, medica: Masiniditis; necrosis of cana LMe-threatening consequences; |Death
nterienton indicated S0t tissue or bons ungent imtenvension indcated
Defnion: A disonder charscienzed by Inflammation (physologic response o rftation), sweling and redness o the midde ar
Tinnhus Mid symptoms; inberesntion not | Moderale symploms; limiting Beyere symploms; britieg seff | - -
Inclicated nstrumental ADL care ADL
Definlon: A disonder charascierizad by nolse In the ears, such as Fnging, buzzing, roaring or dicking
Weridigo Mid symploms Moderate symploms; limiting Beyere symploms; britieg seff | - -
nstrumenial ADL care ADL
Defnion: A disonder charscienzed by a sensation as F the exiemal workd were resobding around e pafient (ohjecive vertigo) or as B R bimseif were revolving in spaoe {subjeciive
werbgal
Vesibular disonder - Sympiomatic; Imng Bevere sympioms; Imiting seff | - -
nstrumenial ADL care ADL
Defniion: A disonder charscienzed by doziness, imbalance, rawsea, and vision probiems.
Ear and labyrinth disonders - Asympinmatic or mid Moderate; minimal, ool or Bevere or medically signficant | Lf=—threatening consequences; | Death

Other, speciy

symptoms; cinical or diagroshc
phizarvasions only; InkEnemtion
nart Imsdicated

noninvashve inlervention
indicated; limiting age-
appropniate nstumental ADL

Eut not Imrmediately 1fe-
threatening; hospitalzation o
proiongation of existing
FospRaizabon indicated;
dsabling; imiting seif cans ADL

urgent imsnenton rolcated
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Endoecrine disorders

Frade
Advares Event 1 2 E ] 4 B
Adreral insulTiclency Asympiomatic; dinical or Moderaie sympioms; medical | Severe Sympioms:; Lte-threatening consequences; |Death
diagrostic ohservalions only; nterienton indicated FospEalizabion indicabed urgent intenvendon indcated
Iniervention not indlcabed
DefinSon: A disorder et conurs wiven B adrenal coriex does not produce emcugh of the: homone cortisol and In some cases, the hormone aldosterone. E may be due fo a disorder

of the adreral corex as In Addizon's o

or primary Sdrenal insarSdency.

Cushimpold

Definion: A disorder charscerizad by signs and sympioms that resemble Cushing's diseass or synd

Fild symploms; interssntion not
Inclcated

osl=oponsls, usually dus 10 ENDgencus Cormoosienoids.

Interiyenbon indicated

Moderaie sympioms; medical

Bevere symploms:, medical
imtEnsemtion or hosnialraton
ndicai=d

rome: bulTaio Fump obesEy, siriab

ons, adiposhy, Fppertension, diabeies, and

Dedayed puberty

Definfion: A disorder characieized by unuzually iate sexual maturity.

14.5 yrs for males

Mo breast development by aps
12 yrs for females; Esies
volume of <3 o or no Tanner
Stage I deveopment by ape

M breast deveiopment by age
14 yrs for females; no Increase
in iesies volume or no Tanner
Siage 2 by &g 16 yrs for
rales; hormmone replaoement
ndicaizd

Growi acosisrated

‘gt height

Definion: A disorder charscierzed by greater growth than expeciad for age.

== -+1 30 [siandand desiation)
abwvie mid parental height or

Hyperparatymoidism MEd symploms: iInbereention Rot | Moderate sympioms; medical - - -
Indicated nt=rrenton indicated
De4nion: A disorder charactertzed by an increase In production of paratyoid homone by e parathymid glands. This resulls In hypercaicemia (abnommaily high levels of caicium e
T biood).
Hyperiyroidism Asympiomatic; dnical or Sympiomatic; thyrokd Bevere symoioms; ritng seff | Lfe-threatening conssguences; |Death

DefinSon: A disorder charaderized by excesshe evels of thymid hormone in the body. Common causes include an overacthe thyrold

diagrecstic ohservations only;
Infervention not indlcabed

suppression themey Indoated
ImiEng Instrumental ADL

cane ADL,; hospitalzation
indicaied

urgent inenenion Rdcated

gland or thyrolkd Foormone ovendose.

Hypopamthyroidsm Asympiomatic; dinical or Moderate sympioms; medical | Severe sympinms: medics LFe-threatening consequences; |Death
diagrostic ohservalions only; nterienton indicated mieneention or hospEalirabon urgent intenvendon indcated
Interveniion not indicated ndicated

Definifion: A disorder charsciezed by a decrexse in production of pamathyrokd bormons by the pamathyroid glands.

Hypothyroidzm Asympiomatic; dnical or Sympiomatic; thyrokd Bevere symoioms; ritng seff | Lfe-threatening conssguences; |Death

Definlon: A disorder charaderized by a decrease In produciion of thymid homone by the Sprold glamd

diagnecestic phservations only;
Iniervention not indlcabed

nstrumental ADL

repiacement indicatesd; Imiting

cane ADL; hospitalzation
indicaied

urgent imenenion mdoated

Frecocious paberty

Physical signes of pubsrty Wi
no biochemical markers for
females <8 years and males <3
Ve

DefinEon: A disorder charsterred by unusually saty deveopmen

S for bays

Phiysical signs and bicchemica
markers of puberiy for females
<H years and maies <5 yEars

t of sacondary sevusl features; the onset of senusl matumabon begin

5 Lsually before age 8 for gins and before age

Wirltzadon

Definiion: A disorder characierized by Inappropriate masoulinization

Fild symploms; interssntion not
ndcated

Inberyentcn iIndicabed

Moderaie sympioms; medical

oCCuIring in a female or prepuberial male.

Endoarine disorders - Ofwer,
specify

Asympiomaiic or mid
symptoms; cinical or diagrostic
ohservafions only; InEnsention
nart Imsllicated

indicated; limiting age-

Moderaie; minimal, local or
noninvashve imenention

Fpropriale instrumental ADL

Bevere or medically signficant
Eut not Immediatety Pe-
threafening; hospitalzafion or
profongation of existing
FospEalizabion Indicabed;

L Fe—threaben Fag Consequemces:
urgent imtenention indcated

dsabling; limiting seif cans ADL

Death
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Eye disorders

Srads
Advarcs Event 1 2 ] 4 B
Slurmed vision Imizrpention not indicated Sympiomatic; ImEng Limiting seif care ADL - -

nstrumesial ADL

CefinEon: A dissnder charscierzeasd by visusl percepbon of unciar or fuzzy Images

Cataract

Asympiomatic; dinkcal or
dimgrostic chservabions only,
rhervention not indlcabed

Sympiomatic; moderate
dercrexse Inwisual aculty
(2020 or babsr)

Symplomabic with marked
decrease In visual aculy
(weorse Fon 20040 but bether

than 20200); operatve
Imensenton Rdcated ie.g.,

Elindrezss (20200 or worse)
i the affecisd eye

cataradt surgery)
Defniion: A dsorder characierzed by partial or complete opacEy of the rystaline lens of one or bofh 2yes. This results in a deoease i visual aculty and eventusl bindness B
unineated
Conjuncivibls Asympiomaic or mid Bympiomaiic; iopica Limiting s=if care ADIL - -

symploms; imteneention not
el el

nberyention Indicabed j=.g.,
anfibiolics]; limiting
nstrumental ADL

Cefinion: A disomder charscsrzed by Inflammation, sweling and redness fo e conjanctiva of the sy

Comeal uloer

Dwdinion: A dsorder characisrzed by an area of epifeiil issus loss on the: sorface of he:

Sympiomatic; medca
ntersetion iIndicated (e.g.,
fopical agents); ImEng
nsirumesial ADL

Limiting =il care ADL:
decining vision (worse than
2040 but betier than 207200}

Perforation or bindness
(20200 or worse) In the
affected eye

comea. it ks assochbed with iRfammalory cels s e comea

and anienior chamber.

Dry ey

Asympiomaic; dinical or
diagrcstic phoervations only,
mid symptoms releved by
i ams

Bympiomaiic; muiipl=
agenits Indcatesdt; imiting
n=trumentsl ADL

Cefinion: & disomder charscisrized by dryness of $e comea and conjunciia.

Decrease in visual aculy
(=20M40]; ImEing s=if care
ADL

Exraotular muscle pansis

Acympiomatc; dinicsl or
dizgreostic ohservalons ofly

Sympiomatic; ImEng
nstrumesmial ADL

Dwdiniion: A dsorder charascisrzed by Imcomplets paraiysis of an exitaocular musde.

Limiting seif care ADL
dizabling

Eye pain

Mid palm

Rioderaie pain; Iimiting
nstrumenial ADL

Dwdinion: A dsorder charascisrzed by a sensation of marked discomiort Inthe epe.

Zevere pain; [imiting sef
cans ADL

Eyeild function dsonder

Asympiomaic; dinical or
diagnostic pheervalions only
miervention not indicated

Bympiomaiic; nonoperathe
nterietion iIndicated;
Imting Instrumentsl ADL

CefinEon: A dissner charscierzesd by mpained eyl fuschon.

Limiting s=if care ADIL
opemive Inberasrtion
Indicated

Flashing lights

DefinEon: A dissmer charsciernzead by @ sudden of brief burs

Symptomatc but not ImEng
ADL

LimEng Instnumentsl ADL

t of kght

Limiting seif care ADL

Fioakers

Symptomatc but not ImEng
ADL

LimEng Instnumentsl ADL

Limiting seif care ADL

CefinEon: A disomer charscierzed by an individusl sesing spols befone Beeir eyes. The spots are shsdows of opaque e

fragments In the vineows Famor oF 2nes.

Giscoma

Elevaied Intraculsr
presure [EICF) with single
iopical agent for iInteryenton
no visual feld deficit

EI0F causing eary visual
Seid defichs; mulipls bplca
or oml agents Indicated;
Imiting Instrumental ADL

EIGF causing marked wisual
fieid defidiz (=.g., Inwobding
both superior and Inferor
visual feids | operaive
Imensnion nclcane
limitimeg s=f care ADL

Elindrzss (20200 or worse)
i the affecisd aye

CefinEon: A dissmer charscenzead by @n increase in pressore In e =yehal dues o obsinaction of e aguetus Ramor outfiow

HEramis

Sympiomatic; medca
nberyention Indicabed j=.g.,
topical agents); ImEng
nstrumesial ADL

CefinBon: A disoner charscdenzed by infammation o the comea of the aye.

Decine Im vision (worse than
240 but betier than
202007 Imitng seff cans
ADL

Perforation or bindness
20200 or worse) in the
affected eye

Bight bindness

Symptomabc but not ImEng
ADL

LimEng Insinumenisl ADL

DefinEon: A disomer charscenzad by an inabilty io see dearty indim pht

Limiting seif care ADL

Elindmzss (20200 oF worse)
i the affecisd eye
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Eye disorders

e

Actwarce Event

4

Qe nenee disonder

CefinBon: A disomer charscierred by Insohemeant of the opic merve (seonnd cranial nene

Asympiomaiic; dinical or
dizgrecsiic observalions only

LimEng viskon of the affeced
eye (2040 or b=ffer)

Limiting wishon in Ge afeci=d
eye (worse than 20520 but
bether Ban 202000

Elindre=ss (20200 or worse)
r the affecisd ey

Faplisdems

DefinBon: A disomder charscenzed by sweling ancand the opbic disc.

Acympiomaiic; no visual fekd
defects

Symplomatic dediee in
wishon; visusl fisid defect
present sparning the central
20 degrees

Marked visual fisk defect
(worse Fan 2040 but bether
than 20200}

Elindre=ss (20200 or worse)
r the affecisd ey

Fholophobly

Symplomatic but not ImEng
ADL

LimEng insmamenial ADL

Limiting seif oo ADL

DedniSon: A disomder charscierzed by fear and avwoidance of Bght
Refinal detachment Asympiomaiic Exudatiee and visual acuity | Rfegmalogenous or Elindre=ss (20200 or worse) | -
20040 or beter exudatve detachment; Iri the affectsd aye

DefnBon: A disomer charscenred by the separafion of the

operive Inberesntion
Indicaied; decline In vision
(wenirse ram 2000 but beter
than 207200}

N Er FEbn Eyars from S underiying pigment spthelum.

Fednal ar

DefnBon: A disomer charscenzed by & small soerstion of the rena, this ooours when the

Laser herapy of
prisumopexy indicaked

wironetinal surgical repar
Indicaizd

vitreous separates from the refina. Eympioms Include flashes

Elindress (20200 or worse)
Iri the affecisd aye

Refinal vascular disordsr

Topical mesdcaion indicatsd

Intrreireal medioation;
opEratve Inkeremntion
Indicate=d

DefnBon: A disomer charscerred by pathologioal reiinal biood vessels that sdversely sffschs vision.

Refinopatihy

Cefinfon: A disonder involving

Asympiomaiic; dinical or
diagreostic chservations only

the refina.

Symplomatic with moderabs
decrezse In visual aculty
{20550 or betier); ImEng
nstumental ADL

Sympiormabic with marked
decreas: In visual aculty
(weorse Faam Z0M0]
dizabiing:; limiting s=5 cans
ADL

Elindre=ss (20200 or worse)
Iri the affectsd aye

Scieral disonder

CefinBon: A disomer charscerred by insohaemesnt of the sc

Asympiomaiic; dinical or
diagrestic chservations only

Sympiomatic, ImEng
nstrumental ADL; moderate
decrexse In visual aculty
(20420 or bt

bara of e ayE.

Sympiormabic, Iriting seff
cane ADL; marked decrease
In visual aculty feorse than
20640

Elindre=ss (20200 or worse)
In the afecisd eye

Unells

CefinBon: A disomer charscerred by infammation o the uves of e epe.

Asymplomatic; dinical or
disgricstic observations only

Anterior wvells, medcal
nieraention Indicabed

Posherion of pan-uveis

Elindrass (200200 or worse)
Iri the affecisd aye

Witeous Femomhage

DefnBon: A disomer charscenred by biood eviravasation in

Asympiomaiic or mid
symploms; cinical or
dizgrecsiic observalions only

Sympiomatic; ImiEng
nstrumentsl ADL

o thie witnecass humaor.

Limiting s=if care ADL
virectomy Indicated

Elindre=ss (20200 or worse)
Iri the affectsd aye

Wiakering eyes

CefinBon: A disomer of e3res

Imizneention not Indicaied

sive 1R In the eyes; & can

Riervendon Rdcated

Cpembe Inerventon
Indicaizd

be caused by cverproduction of bears or iImpaired drainage of

e bear duct

Exye disonders - Other,
specily

Asympiomaiic or mid
symploms; cinical or
diagriostic ohsarvations only,
ni=rvention not indicated

Mdoceraie; minimal, local or
Roninvasive: Imensension
ndicated; Imiting age-
appropraie Instumenta
ADL

Severs or medicaly
significant but not
Immediatety sight-
threafering; hospiakzaiion
or projlongation of exisdng
haspitalEtion ndicated;
disabiing; Imiting sef cars
ADL

Sight-Freaisning
ConSEqUEnCES; urgent
ri=rvenbon Indicabed;
bindness (20200 or worss]
Iri the affectsd aye
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Gastrointestinal disorders

Srade
Advearcs Event 1 2 ] 4 B
Abdominal distension Asympiomatic; dinical or Sympiomatic; ImEng Severe discomiiort; Imiing saif | - -
dixgrecstic observalions only; nstrumental ADL cane ADL
Interveniion not indicated

Dedniion: A disorder characierzed by sweilng of the abdomen

Abdominal pain Mid pain Wcderate pan; [imiting Bevere pain; Imitng seff care - -
nstrumental ADL ADL

Dedniion: A disorder characierzed by a sensation of marked discomfort in the abdominesl region.

Anal Istuia Asympinmatic; dinical or Sympiomatic; akered Gl Beverely akered Gl function; LMe-threatening consequences; |Death

diagricstic phservalions only; fanction fube feeding, TPN or urgent imteneniion ndcated
Interveniion not indicated rospialiration indicated;

sieciive operative intervention

indicaied

Defniion: A disorder characierzed by an abmormal communication between the opening In the anal canal ko the: perianal skin.

Anal hemiormhage Mid; nterveniion not indicated | Moderate sympioms; medical | Tanstusion, radiciogic, Lie-threabening consequences; |Death
nk=reenton or minor endoscopic, or secthe urgent imerveniion indcaied
mauterizafon ndcated operafve Inkervention indicated

Defniion: A disorder characierzed by biseding from the anal region.

Anal macosits Asympiomatic or mid Sympiomatic; medica Severe symploms; Bmiting setf | L=-threatening conseguences; |Death

symphoms; Inksreertion not nk=reention Indicabed; Imiting cane ADL urgent imerveniion indcaied
Imdicated nstrumental ADL
Dedniion: A disorder characierzed by Inflammation of the: mucsas membane of the anus.
Anal mecrosts - - TFM or hospilalzation ndcatsd; | Lit=-threatening conseguences; |Death
radiclogic, endoscopic, or urgent operafve Inberaention
opemive Intereention indicated | Indicated

Dedniion: A disorder characierzed by a necrofic Process oCouming in e anal reglon

Anal pain Mid pain Wcderate pan; [imiting Bevere pain; Imitng seff care - -
instumenial ADL ADL

Dedniion: A disorder characiertzed by a sensation of marked discomfort in the anal region

Anal stenosis Asympiomatic; dinical or Sympiomatic; akered Gl Symplomaiic and seversly Lie-threabening consequences; |Death

dixgrecstic observalions only; furection aftered G fanction; mon- urgent operaive Inkereention
Interveniion not indicated emergent operatve Inkerventon | indicated
ndicaizd; TPH or hospEalizabon
indicaied
Deinfon: A disorder characerzed by a namowing of the lumen of the anal canal
Anal wicer Asympiomatic; dinical or Sympiomatic; akered Gl Severely akered Gl function; Lie-threabening consequences; |Death
dixgrecstic observalions only; furection TPH Indicabed; elective urgent operaive Inkereention
Interveniion not indicated OpEREVE oF Endasoopic Indicated
if=mention indicated; dsabling
Dednion: A disorder charscisrzed by a cdroumsoribed, inflammadiory amd necrobc enoshve lesion on the mocosal surface of B anal canal.
Asies Azymplomalic; dinical or Eympiomatic; medical Bevere symploms; nvashe L FMe~threabening consequences; |Death
diagriostic phservalions only; niersenton indicated imtervention indicated ungent operave Inberaemtion
Irbervenion not indicabed Irucli caded
Dednfon: A disorder charascisrzed by accumuiabon of semus or emorhagic Tiuld In e perfoneal avEy.
Sloatng Mo chamge in bowel functon or | Eymplomatic, decressed ol - - -
oral Infaike niake; change in bowed funcion
Cefinion: A disonder charscierized by subjeci-reporisd feeling of uncorforiable fuliress of e abdomen.
Cecal hemomhage Mild; nferveniion not indicaied | Moderaie sympioms; medical Transtusion, radiciogic, Li=-threatening conssguerces; |Death

Cefiniion: A disonder charscierized by bleeding from the o=cum.

intervention or minor
cauterization mdcaled

endoscopic, or dectie
operadve Intersention iIndicaked

ungent imervenfon indcated

Cheditis

Azympiomatic; dinical or
dsgrostic ohservalions only;
Irfzrvenion not indlcated

Dednion: A disorder characisrzed by inflammation of the Ip.

Wecderate sympioms; limiting
instumental ADL

Bevere symploms; Iriting seff
care ADL; nferveniion indicated
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Grade
Adverea Event 1 2 k] 4 B
Colls Asympinmatic; dinical or Abdominal pain; mucus or bicod | 3evers abdominal pain; change | LMe-threatening consequences; | Death
diagniostic ohservations only; n sioo I bowel Fabits; medo ungent intenension indcated
Interveniion not ndicated imtensention indicated;
peritoneal signs
Definfon: A disonder characerred by Inflammation of the oolon.
Cdonic fishula Asympiomatic; dinical or Eymplomatic; akered Gl Beverely abered Gl function; Lit=-threatening consequences; |Death
diagniostic ohservations ony; famction bowed rest, TPN or ungent intenention indcated
Irfzrveniion not indlcated FospEalizaton iIndicabed;
slecive operative intervention
ndicaizd
Definion: A dsonder charscierzed by an abnormal communication betwesn the: [ange intestne and another organ or anaiomic site.
iSolonic hemorhage KMid; nferveniion not indicaied | Modersie sympioms; mediol Transiusion, mdiciogic, LEe-threabtening conseguences; |Death
Interyenton or minor endosoopic, or sective urgent imterveniion Rdcated
auterizadion mdcaisd operaive Intkeraention Indcaked
Cefiniion: A disonder characisrizad by biseding from the colon.
Caolonic obsruction Asympinmatic; dinical or Eympiomatic; akered Gl Hospialtation indicated; Le=-threatening consequences; |Death
diagniostic ohservations only; famction sierfve operative infervention | ungent operative Intenestion
Inferveniion not indicated ndicated; disabing Imclicated
CefinBion: A disorder charscisrizesd by blockage of the: nomal fiow of Fe iImlesinal conienis inthe oolon.
Colonic perforation - Eymplomatic; medica Bevers symploms; secihe Lit=-threatening consequences; |Death
ntereention indicated operfive Intervention indicated | ungent imtensenSion mdcated
Defnion: 4 dsoner charscierzed by & niphune in the colonic wail.
Colonic siemosis Azympiomatic; dinlcal or Sympiomatic; akered GI Beverely akered Gl funchiong Lite=threab=ning conseguences; | Death
digrecsiic chservalions oniy; furction fube feeding or hospialzadon  |ungent cperafve Inkereention
Inferveniion not ndicated ndicated; st operatve Ireclicated
mimreention indicaied
Defnion: 4 disoner characierzed by a namowing of the kmen of the: coion.
Colonic ukcer Asympiomatic; dirical or Sympiomatic; akered Gl Beversly abered & funchion; Li=-threatening consequences; | Death
diagniostic ohservations only; famction TFH Indicated; efectve ungent opemve Inbenention
Interveniion not ndicated opEmiive oF Endosonpic Irclicoted
meneention indicated; dsabing
Definion: A disonder charscierzed by a drecumscribed, iInflammatony amd necrobc ercsive: lesion on the macosal surface of S colon
Constipation Cecasional or inbemmitient Persistent syrmptoms with Cisfpation with manua Lit=-threatening consequences; |Death
sympioms:; corasional use of reguiar use of laratves or evaruaion indoated: limiting ungent intenention indcated
shonl SoftErers, raives, ememays; Imiting Inshnrmeni el cane ADL
diefary meodification, or enerma | ADL
DefnBon: 4 dsoner charscisrzed by imeguisr and Infreguent o difiost evacistion of e bowels
Dol caries Oz or more dental caries, ot | Deial canes invoiving the root | Dental carles esuling s puipis | - -
Irvoiving the root of periapical abscess of
resulting In iooth loss
Defnion: 4 dsoner characierzed by the decay of & tool, In which it becomes softened, distoionsd andior porous:
Diarhea Increase of <4 siooks per day Frcrexse of £ - B sioois perday | Increase of =7 shools per day | Life-threabening conssguences; |Death

over bassiine; mild Increass in
osioemy oudput comparnesd to
bazsiine

over baseine; modembe
noreass in ostory output
mompared o baseline

Cefinfion: A disonder characisrized by freguent and watsry bowel movements.

ower bassiine; iIncontinence;
rospEaliraton indicabed; sevens
increase Inostomy ol

compared b baseline: limiting
SEN care ADL

urgent imenenion mdcated

Dry mouth

Symphomatic (=g, dry o Sick
sailva) without significant distary
ateration; unstrulated salha
ficew =02 mimin

Moderate symploms; oral Intake
aiterations ie.g., CoploUS waner,
oifeer bricants, diet ImBed b2
puress amdior soft, moist foods);
urestmuiated =silva 0.1 o 0.2

mi‘min

DefinBon: A disorder charscsrred by reduced salvary fow in the ol caviy.

Inabisty i sdsquately almant
oraily; wbe fesding or TP
ndicaied; unsdmuksied salva
<01 mémin
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Srade
Advercs Evant 1 2 3 4 B
Deacceral Tistuls Asymplomaiic; dinlcal or Sympilomatic; akered GI Severely abered G funciion; LP=—threab=ning conssguences; | Death
dizgreostic pheervations onby; fumction fube feeding, TPN or urgent iri=nsniion Rdcated
Intervention not indicated Fospialization indicabed;
sjecive operative Intzrvention
ndicated
De=finion: A disonder charscisrzed by an abmormal communication bebwesn the ducdenum and ancder organ or anatomic ske
Dwasderal hemomhape Mid; inberventon not iIndicated | Moderaie symploms; medical | TransSusion, rdicingic, LE=—threatening conssguences; |Death
ntersenton o minor Endosoopic, or secthe ungent imtensanSon indcated
cauterizston mdcated operafve Inkeriention iIndicabed
De=finion: A disonder charscdsrzed by bizsding from the dusdsnas
Dwoderal obsruction Asymplomatic; dinical or Symplomatic; akered S Hospiaitation or secthe LE=—threatening conssguences; |Death
diagrostic phservaions only, function operafve Interiention Indicated; | ungent opemtve Interasntion
Inberveniion not indlcabed dizabdirg Iredicaiesd
De4nion: A disonder charsderzed by bisckags of the nommal fiow of shomach contents hnough e duodenum.
Doucderal peforation - Eymplomatic; medica Bevere symploms; slecfive LF=threab=nirg conssquerces:; | Death
inb=reention indicated cperdve Inberrenbion Indicabed | ungent ocperaiive Inb=reention
Iredicaiesd
De=finEion: A disonder charscisrizesd by & nuphure in the ducdsnal wall
Duoderal shenosks Asymplomatic; dinical or Symplomatic; alered Gl Severely abered Gl function; Le=-threatening conssquences; | Death
diagnostic phservations only, function fube feeding: Rosplailzaton ungent cperative Inbersention
Irferventon not indicated indicated; sisctive operative midicated
ntereention indicated
De=finiion: A disonder charscierzed by a namowing of the lamen of the duodsnum.
Dwadenal uicer Asymplomatic; dinical or Moderate sympioms; medical | Seversly abered Gl function; LE=—threatening conssguences; |Death
disprostic pbsarvalions only; interaention indicabed; Imiting TF& Indicated; sisctive urgent operaive Inkerasntion
Irferventon not indicated nstrumerntal ADL opErive of Endosoopic midicated
imi=nesntion indicated; ImEng
seif cane ADL; disabling
Definion: A disorder charscierzad by a droumsoribed, inflammadory and necrolic eroshve lesion on the mucosal sufaos of B ducdenal wal.
Crspepesia Kid symploms; Inberesation not | Moderate symploms; medical Severe symploms; surgical - -
Imedicabed inb=reention indicated mi=reention indicai=d
De=finEon: A disonder charscisrred by an uncomfortable, often painful S=sjing in the: stormasch, resuling from Impained digesSon. Symploms include buming siorasch, bioaking,
Feartharm, nausea and vormiting
Crispiesgla Symplomatbic, abie o saf Sympiomatic and akered Severely abered LP=—threab=ning conssguences; | Death
reguiar dist Eaingiswalowing =ating/swallowing; lube fesding | ungent Im=nenSon indicatsd
or TPN or hospialztion
ndicated
De=finion: A disonder charscsrzed by difiouity In sealowing
Enberoooitis Asymplomatic; dinical or Abdominal pain; mucus or bisod | Severe or persistent abdominal | LMe-threabening conssquences; |Death
diagrostic phservaions only, In sioo paln; fever; lleus; perftones ungent imtensanSon indcated
Irferventon not indicated sigres
DwSnion: A disonder charsderzed by infammation of the s=ail and lanps Imesanes
Entercvesical fishila Asymplomatic; dinical or Symplomatic; nonnyvashe Severe, medically significant; LE=—threatening conssguences; |Death
dixgrostic pbsarvalions only; ntkeraenton indicabed miedical inferventon indicabed urgent int=rvenBon imdicated
Inberveniion not indlcabed
De4nion: A disonder charsderzad by an abmormal communication bebwesn the urinary biadder and e Imesine
Esopfeypeal fishuls Asymplomaiic; dinlcal or Sympilomatic; akered GI Severely abered G funciion; LP=—threab=ning conssguences; | Death
dizgreostic pheervations onby; fumction fube feeding, TPN or urgent iri=nsniion Rdcated
Infervention not indicated rospEalization indicabed;
sjecive operative Intzrvention
ndicated
De=finiion: A disonder charsdsrzed by an abmormal communication betwesn the esopiagpus and another ongan or anatomic she
Esopfageal hemonmage Mid; inberventon not iIndicated | Moderaie symploms; medical | TransSusion, rdicingic, LE=—threatening conssguences; |Death

nkeraenton or minor
mauterization mdcysd

De=finion: A disomer chansderzed by bizeding from the smophagus.

endosoopic, or gecthe

urgent im=nenSon inaicated

operatve Interyention Indicated
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Srads
Adwarcs Event 1 2 £ 4 B
Esopaspeal necrosis - - nabifty to aliment adequatey | LMe-threatening conssguences; |Death
G fract; mdiokogic, wrgent operadve Inberaention
Endosoopic, o operathie Indicated
m=rvention indicated
Cefniion: A dsonder characierzed by a necrofic process ccowming In B esophagesl wal
Esopiaspenl obrsiruction Asympiomatic; dinfcal or Symplomatic; abered G1 Hospialzation ndicabed; Lre-threatening conssquences; | Death
disgrostic ohservalions only; FarcHor; limibing Instrumental eleciive operative infervention urgent vienvenfon mdlcated
Irbervenion not indlcabed AL indicaied; ImEng seif care ADL;
[= 120 -]
Cefniion: A disonder characierzed by Dlockapes of the nomal Tiow of S conmients in the esophagus
Esoprapesl pain Kiid pain Moderate pain; limiting Bevere pain; Bmiting seff cane - -
nstrumental ADL A0L
Defnion: A disorder charscierized by a sensation of marked discoedort In the: esoprageal region.
Esophapeal perforafion - Eympiomatic; medical Bevere symploms; slecfiwe LEe—threabening conssgquences; | Death
nterrention indicabed operaifive intersention indicabed | urpent operafve Inbersention
[ e ]
Cefniion: A dsonder characierzed by a nuphure In the wal of the =sophagus.
Ecopmpen themosis Azympiomalic; dinlcal or Eympiomatic; abered S| Beverely abered G Snction; LAe—thneabening consesquences; | Death
diagrcstic ohservations onby; Tarection fube feeding: Fosplallmbion urgent operatve Inbersemtion
Interveniion not indicated indicated; siecthe opemabve Indicated
mi=rvention indicated
Defniion: & disonder characierzed by a namowing of the kemen of the: esophagus.
Esoptapeal ukcer Asympiomatic; dinical or Sympiomatic; abered &1 Beverely akered & function; Lee-threatening consequences; | Death
dimgrostic ohservafions only; FurmcHon; limbing Irstrumental TFH indicabed;; shective wrgent operadve Inberaention
Interveniion not indicated ADIL opemive or Endosoopic Indicated
imteryention indicated; Iming
seif cane ADL; disabiing
Dedinfion: A& disorder characierzed by a droumsoribed, iInflammafory amd necrobic enosihve lesion on the mucosal sueface of §e ssophapesl wal
Esopraspeal varkes - Seif-imited; intervention not Transtusion, radicingic, Lee-threatening consequences; | Death
Femomrhage indicabed endosoopic, or decthe urgent vienvenfon mdlcated
operive Interrention Indicated
Cefniion: A dsoner characierzad by bieeding from esopiageal varices.
Esopragits Asympinmatic; dinicsl or Sympiomatic; abered Beverely akered LEe-threatening consequences; | Death
diagrcstic ohservations onby; Eaing/swalraing; ora eating'swallowing; libe fesding, | urgent operatve Inbersemtion
Interveniion not indicated supplements. Indcated TFH or hospiialzton ndcated | indocated
Cefiniion: A disonder characierz=d by iInfammation of the esopfageal wal.
Feol incontimence Cecasional use of pads reguired | Daly use of pads requined Bevere symploms; slecfiwe - -
operive Interrention Indicated
Cefniion: A disonder characherzed by imabiity bo contml the escape of stool fom the recum
Fahience Mid symptoms; interesntion not |Moderate; persistent - - -
Iredicated pychosocial sequeiee
Dednion: A disorder charscierized by a siabe of secessive gas In e allmentary canal.
Gasiric fishia Asympinmatic; dinicasl or Sympiomatic; abered G1 Beverely akered Gl function; LEe-threatening consequences; | Death
dizgruoestic observalons only, Tumiction bowel rest; fube feeding, TFH or | urgent operaiive Interverntion
Interveniion not indicated rospEalization indicated; Indicatead
eciive operative Rfarvention
ndicaied
Cefiniion: A disonder charscierzed by an abmormal communication betwesn the siomach and another onpan or anastomic shie
Gasiric hemomtage Mid; Infervention not indicated | Modersie symploms; medical | TransSasion, radicingic, LEe-threatening consequences; | Death
nierienton or mino endosoopic, o gectie urgent imtenention mdcated
auterization ndcatsd operive Interrention Indicated
Cefiniion: A disonder characierzsd by blseding from the gasiric wal.
Sasiric necrosls - - inabify o allend adeguabety LAe—thneabening consesquences; | Death

Defnfon: A& disorder charscierzed by a necnofic process ocowring in B gasiic wail

by G rad; mdickogic,
Endosoopic, o operathie
mi=rvention indicai=d

wrgent operadve Inberaention
Il e
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rade
Adversa Event 1 2 3 4 B
‘Sasiric perforafion - Eympiomatic; medica Bevere cympioms; sjeciee LF=threatening consequences; | Death
nieriention indicated opemive iIntervention iIndicated | ungent opemiive Intersemtion
Inclicated
Definion: A disomer characietzed by a ruphune in the stomach wall.
Gasiric shemosis Asymplomatic; dinical or Sympiomatic; akered Gl Beverely akered G function; Lie-threatening consequences; |Death
diagriostic ohservations oniy; fanction fube feeding; Foaplaization urgent opemaiive Intersemtion
Inferveniion not indicabed indicaied; elecine operathve Indicafed
iniervention indicaied
Definiion: A disomer characierzed by a namowing of the kamen of the: stomach.
Gasiric ulcer Asympiomatic; dinical or Eympiomatic; akered Gl Beverely akered Gl fanction; Le-threatening consequences; | Death
diagroestic ohservafions oniy; fanction; medicl intervension TFH Indicated; efectve ungent opemive Interdemtion
Inferveniion not indlcabed indicated; limiting nsfrumental operaive or endosoophc Il cabed
ADL imi=nsention indicaied; ImEng
sl cane ADL; disabling
Definion: A disomer characietzed by a droumscoribed, iInflammatory and necrobc enoshve lesion on the mucossl surface of B siomach.
Gasiriis Asymplomatic; dinical or Sympiomatic; akered Gl Beverely akered eating or Lie-threatening consequences; |Death
diagriostic ohservations oniy; function; medical Interveniion gastric function; TFM or urgent opemaiive Intersemtion

Definlon: A disorder characiertzed by Inflammation of the siormasch.

Imierveniion not indicated

ndicated

FospEalization iIndicaked

Iredicatesd

Gastrosmophageal refiu
= 12

DefinEon: A disorder characierzed by reflur of the gasiric andior d
esophapesal sphincier, and may result In Ny o the =esopfogesl m

Mid symploms; Inkeresntion not
radicated

Mcderzie symploms, medical
nbrienton indicaked

Severe sympioms; surgical
imensention Indicaied

uodenal conkents inio the distal esophagus. it Is chronic in nature and usually cassed by Incompefence of the ower
ucosal. Bympioms indude heartbum and add indigestion.

Gasiroinestinal fisluls

CefiniEon: A disormer charscierzed by an abmormal communication

Asympiomatic; dinical or
diagrostic ohservafions only;
Inbervenion not indlcaded

Eympiomatic; akered Gl
function

Beverely akered Gl fanction;
fube feedimg, TP or
Fospializaton Indicated

bebwesn any part of the gasircintzsinal system and another organ

Le=—threatening consequences; | Death

unpent operafive Intersention
Iraclicaded

o analomic e,

Gasirointestinal pain

DefinEon: A disomer characierzed by a sensation of maked discomfont In the gastoniestnal region.

kild pain

Woderate pain; limiting
nstumental ADL

Bevere pain
ADL

riting seff cane

Gasropaness

DefinBon: A disorder charscierred by an ncompieke paralysis of the muscies of the stormsch wal resuling in deiaysd amplying of e

MBd naimes, early sty and
bicafing, able fo maintain caloric
Infake on regular dief

Moderaie sympioms; abie o
maintain rurfon with detary
and IHestyie modications; may
nesd plarmacmiogic
nbrienton

‘tieight loss; redractony o
medical infervention; unable o
maintain nuiribon omaly

gasinic comtents imo the small imestine.

Singival pain

kid pain

Moderate pain intefering wih
oral Intaks

Definfon: A disorder characiertzed by a sensation of marked discomiiort In the gingival region.

Bevere paln; nabliEy o alment
orally

Hemiorrhoidal hemom s Lild; Infervenfon not indicaied | Modersis symploms; medical Transiusion, mdickogic, LF=threatening consequences; | Death
nieriention o minor endosoopic, or gectie urgent imeErventon ndcabed
mauterization mdcatsd opemive iIntermenbion iIndicated

Definfon: A disorder characierzead by biseding from the hemomhoids:

Hemomhokds Asymplomatic; dinical or Sympiomatic; banding or Bevere symploms; radoiogic, - -

diagriostic ohservations oniy; medical Intervention indcaied | endoscopic or elective opemathe
Inbervenion not indlcaded iniervention indicaied
DefinSon: A disorder characierzed by the presence of diaked veins in the recium and sumounding area
eal fstuia Asymplomatic; dinical or Eympiomatic; akered Gl Beverely akered G function; Lite-threatening consequences; |Death
diagroestic ohservafions oniy; fanction TFM or haspiakmdon indcated; | ungent imfenventon indcated
Inferveniion not indlcabed werfive operative Rdervention
indicaied
Definion: A disomder characierzed by an abnormal communication bebwe=n the leum and another ongan o anatomic she.
i=al Fermorhage kilid; InfervenSon not indicaied | Modersie symploms; medical Transiusion, mdickogic, LEe—threatening consequences; |Death

DefinBon: A disorer charscienzed by bizeding from the Beal wall.

interventon or minor
Auterizmation mdcatsd

endosoopic, or dectie
opemive Intersenbion iIndcated

ungent inienvenSon indcated
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Grade
Advares Event 1 2 ] 4 B
ieal obstruction Asymplomatic; dinlcl or Symplomatic; akered Gl Hespialation indicated; Lee-threatening consequences; |Death
diagnostic ohservations oniy; famctiorn; limting instrumental sieciive operative infervention | urgent opemve Inberaetion
Inferveniion not indlcabed ADIL indicaied; Imiing seif e ADL; | indicaied
[= L= a0 g ]
Definion: A disorder charscieized by biocksgs of the: nommal fiow of B niesfinal comtenis in the Jeum.
eal perforation - Sympiomatic; medica Bevere symploms; siecive Lee-threatening consequences; |Death
nterienton indicated operive iInterventon iIndicated | urgent opemve Inberaertion
Imdlicatesd
Dednion: A disonder charscierized by a nuphere In the leal wail
=n| stEnosis Azymplomatic; dinlcsl or Symptomatic; abered G Beversiy abered G function; LMe-threatening conssquences; |Dexth
diagrostic ohesrvafions only; fumction fwbe feeding or hozpiakafion wrgent opemafve Inberaention
Imberveniion not ndicatsd ndicated; shective opemtve [ e
mi=neention indicaied
Dednion: A disonder charascernzed by a namowing of the lumen of the leum.
heal whoer Azymplomatic; dinlcal or Eympiomatic; akered G Beverely abered Gl Sunchion; LEe—threatening conseguences; | Death
diagrostic ohservafions only; fumction TFH indicated; electve urgent operafve Inbereention
Imberveniion not ndicatsd opemive o endosoopic [ e
int=reention indicated; dsabling
Defniton: A disorder characierzed by a droumscribed, inflammatony and necrobic encsive: lesion on the macosal surface of e Beam
el - Sympiomatic; akered Gl Beverely abered Gl function; LMe-threatening conssquences; |Death
fumction; bowel rest indicated TFH indicated urgent inienveniion indicated
Definlon: A disorder characierzed by falure of the leum o transport iRdestinal conmenis.
rirz-abdominal hemotape - Medical intsrendon of minor Transtes on, radicogic, Lte-threatening consegquences; |De=ath
auteization mdcated endoscopic, or secthe urgent interveniion indicated
operaive iIntersention iIndicated
DefniSon: & disomer characiezed by hiseding in the abdominal candty.
Jejurl Tishiky Azympiomalc; dinlcal or Eympiomatic; akered S1 Beverely abered Gl funchion; LAe~threatening consequences; |Death
diagnostic ohservations oniy; famction TFH or haspitalmtion Rdicalsd; | urgent im=nenton Rdcated
Irferveniion not indlcabed secfve operative Rierventon
indicai=d
DefniSon: & disomer charascierzed by an abnormal communication between the jejunum and another ongan or anatomic she
Jejural hemomfape killd; Infervenion not indicafied | Moderaie sympioms, medical Transtusion, rmdicogic, LEe—threatening consequences; |Death
interventon or minor endosoopic, or decthe urgent imi=nsenfion ndcated
auteimion ndcaisd operadve iInkeraenton indicabed
Definion: A disorder characierzed by biseding from the jejunal wall.
Jejunal obsfrucion Asymplomatic; dinlcsl or Sympiomatic; akered Gl Hospialaton indicaed; LMe-threatening conssquences; |Death
diagnostic ohservations oniy; famctiorn; limting instrumental sieciive operative infervention | urgent opemiive Inberssmtion
Inferveniion not indlcaied AL indicai=d; Iming 5= care ADL; | ndcaied
disabiirg
Definlon: A disorder characienred by blockage of the nomal flow of B iniesfinal comtents in the jejunum.
Jejunal perforation - Symplomatic; medica Bevere symploms; slecive Lte-threatening consegquences; |De=ath
nteriention indicated operive iIntervention indicated | urgent operive Inbersemtion
IRdicated
DefniSon: & disorder charascietzed by a rupture in the jejunal wail
Jejural shersis Asympiomatic; dirical or Sympiomatic; akered Gl Beversly abered Gl funchion; Liethreatening consequences; |Death
diagnostic ohservations oniy; famction fube feeding or hospitalzation  |uwgent operive Inbersesmtion
Irferveniion not indlcabed indicaied; slactine opsatve Irdl cafed
mi=neention indicaied
DefniSon: A disorder charascierzed by a namowing of the kemen of the jejunum.
Jejoral ulcer Asympiomatic; dirical or Sympiomatic; akered Gl Beversly abered Gl funchion; Liethreatening consequences; |Death

CefnSon: A disorder chanscierzed by a droumscribed, iInflammatory and necrobic enosive: esion on the mucosal surface of @ el

diagrostic ohservafions only;
Inferveniion not indlcaded

fumction

TFH indicated; electve
operaive or endosoopic
int=reention indicated; dsabing

urgent operafve Inbereention
Iraclicafed

Lip pain

Mid pain

Moderate pain; [miting
instrumenial ADL

DefniSon: & disorder characisrtzad by & sensation of mamed disoomriort of the lip.

‘Severe pain
ADL

miting seff cane
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Erads
Advaes Event 1 2 = 4 &

Lower gastmintesinal MBd; Inbervention not indicated | Moderaie sympioms; medical | Tanshusion, mdiciogic, Le—threatening conssquences; | Death

Femomhage Intereention or minor endosoopic, or secthe urgent intensenion ndcabed
autertzation ndcated opemiive Interrenton indicated

DefniSon: & disorer characiedzed by bieeding fom the lower gasirointestinal tract {smail inkestine, large intestne, and anus).

alabiomton - Adtered diet; ol Inbereemtion nabilty o aliment adequatety; | LMe-threatening conssguences; |Death
ndicated TFM Indicated urgent imterveniion indicated

Definiion: & disorder charscienzed by nadegualte absorption of nuirients in the: sail iIntesine. Sympioms Inckde abdomina mark ed disoomfort, bicating and darhea.

Bucosits o Asympiomatic or mid Moderate pain; not interfedng | Severs pain; interfering with oral | Lt=-threabening conssquences; | Death

sympioms; Intereention not with oral intake; modMed diet miake ungent intenveniion indicated
Indicated ndicated
Definfon: A disorder characietred by Inflammation of the oral mucosa
Mausea Loz of appetie without Oral Imake decreased without | Inadequabe oral caiorc or fad | - -
aleration In eating habits signicant weight loss. imtake; fube feeding, TR, or
defpdrafion or malnufrifon FospEaliration indicabed
Defniion: A disorder characienzed by a quessy sensation andior Se unpe o vomk
Jirsiruction gasiric Asympiomaiic; dinical or Eymplomatic; alered GI Hospialation indicabed; LEe—threatening consequences; | Death
diagrecestic ohservaions only; fanction; limiting Instumental sieciive operative Intervention | ungent operative Intersention
Interveniion not indicated ADL indicaied; Imiing seif care ADL; | Inclicated
ad=asbdng
Defniion: A disorder characienzed by biockage of the nomal fiow of e comients in the slomach
Jral cawEy fishuls Asympiomaiic; dinical or Eymplomatic; alered GI Beverely aliered G Sunction; LEe—threatening consequences; | Death
diagrostic observafions only; function TFM or hospiiakmfon ndcaied; | urgent infenenfion ndcated
Inervenion not ndicated eieriive operative Intervention
mdicaled

Definiion: & disorder charsciedzed by an abnormal communication between the ol @ity and another ongan o analomic sHe.

Oral dysesiesia Mid discomiort; not Interfering | Moderaie pain; imerferng with | | Disabiing pain; be feedingor | - -

with oral Inkake oral Intaks: TFM indicabed

Defnion: A disorder characiedzed by a burning or tingling senzation on the Ips, ongue or enfire mouth.

Oral hemaage MBd; Inbervention not indicatesd | Moderate sympioms; medical | TRnshusion, adiciogic, Lite-threatening conssguences; | Death
nkersenton or minor endosoopic, of gectie urgent imterveniion indcabed
autertziion ndcatsd opemiive Interrention indcabed

Definiion: A disorder characienzed by bieeding from the mouth

Oral pain Mid pain Woderate pain; limiting Severe pain; Imiting seff cars - -
instumernial ADL ADL

Defniion: A disorder characienzed by a sensation of marked discomfont in the mouth, fongue or ips.

Fanoeatic duct shenosis Asympiomaiic; dinical or Eymplomatic; aBered GI Beverely abered & function; Lf=threatening conssquences; | Death

diagrostic oheervafions only; fumction fube feeding or hospialzfon urpent operafve Inberantion
Interveniion not indicated indicated; shective opermatve Inedicatied
imierverntion indicaied
Definion: & disorder characistzed by a namowing of the lwmen of the pancreatic duct
Fancreatic fistila Asympinmatic; dinical or Eympiomatic; akered Gl Beverely akered G function; Le—threatening conssquences; | Death
diagrecestic ohservaions only; fanction fube feeding or TP or urgent opemive iInterention
Interveniion not indicated rospEaliraton indicabed; Inclicatied
eleriive operative Intervention
indicaied

Defniion: & disomer characiedzed by an abnormal communication between the panoeas and another organ or anatomic site.

Fanoeatic hemombape KMid; inferveniion not Indicafesd | Moderaie sympioms; medical Transiusion, mdiclogic, LEe—threatening consequences; | Death
nkersenton or minor endosoopic, of gectie urgent imterveniion indcabed
autertziion ndcatsd opemiive Interrention indcabed

Definiion: A disomer charscienzed by bleeding from the panoess.

Fanceatic necrosis - - Tube feading or TFM Indicated; | Lie=-threabening conssquences; | Death

radiclogic, endoscopic, or ungent operafve Inbereention
opemive Interrenton indicated | Indicated
Definfon: A disorder characierzed by a necrofic propess ccouring In e pancreas
Fanoeatiis - Ernzyrme sievaion or mdologic | Bevers paln; vomEng; medical | Lfe-thneabening conssquences; |Death

indings only

mtervention indicated (2.,
analpesia, nubitional supporf]

urgent imt=nension malcates
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Gastrointestinal disorders

Brade
Adwerea Evant 1 2 2 4 B
Definion: A disorder charsdertzed by iInfammation of the: pancreas.
Ferodontal dsease Ginghval recession or ginghits; | kModerate gingival recession or | Spontaneous bieeding; severe | - -
Imiied bieeding on probing; miid | ginglitis; mulipie shes of bone loss Wil or without iooth
local bome loss bieeding on probing, moderate | koS, osbeonscusis of maxiia or
bone loss mandibie
Definion: A disorder in the gingival Bssue around the testh
Fertoneal neomsis - - Tube fesding or TFH Indicated; | LMe-threatening consequences; | Death
radoiogic, endoscopic, or urgent operaive Inbersention
operaive Inkersenton indicated | Indicated
Definion: A disorder charsderdzed by & necrolic (rocess aCouming In e pertoneum.
Proctis Rectal discomfort, kierveniion | Sympioms (eg., recal Bevere symploms; feca LE=—threabening conseguences; |Death
nat imdicated disoomfort, pessing bicod or urgency or shool Imcontmence; | ungent imenengion ndcated
mecus i medical Inberesntion miting seff cans ADL
ndicated; limiting nsrumenta
ADL
DefiniSon: A disorder charsdertzed by Infammation of the: rectum.
Rectal fskia Asymplomatic; dinical or Sympiomatic; akered GI Severely akered G funchion; Lee-threatening consequences; |Death
diagnoshic ohservalions onby; fumction TFM or haspitalzation indicated: | ungent imfenention indcated
Inferveniion not indicated sjeciive operative Intervention
mdicalzd
Definion: A disorder charsderdzed by an abnormal communication between the rechum and anofher Gfigan o anatomic ke
Rectal Femomhage MBd; ntervenition not indicated | Moderate symploms; medical | Transtusion, radicogic, Lte-threatening consequences; |Death
nterention or minor endoscopic, or sectie urgent imfenenton ndcated
autertzation indcated operaive Interyention indicated
Defniion: & disorder charadertzed by bieeding from the rectal wall and dischanged from S anus.
Rectal macosits Asymplomatic or mid Sympiomatic; medical Severe sympioms; Bmiting seff | LMe—threatening consequences; |Death
symptoms; inkreention not nterention indicated; Imitng | care ADL urgent operaive Inbersention
Imedicated nstumental ADL Imdicated
Definiton: A disonder charsdertzed by Infammation of the: muccas membane of the rectum
Rectal necroats - - Tube feading or TFH Indicated; | LMe-threatening consequences; |Death
radoiogic, endoscopic, or urgent operaive Inbersention
operaive Inkersenton indicated | Indicated
Definion: A disorder charsdertzed by & necrolic rocess oCouming In e recal wal.
Rectal obstnaction Asymplomatic; dinical or Sympiomatic; akered GI Heapiaiation ndicabed; Lee-threatening consequences; |Death
diagnoshic ohservalions onby; function; limting Instrumental sjeciive operative Infervention | urgent operaive Inbereention
Inferveniion not indicated ADL ndicated; ImiEng s=if care ADL; | ndicated
[= L5 =0 ]
Definion: A disorder charsderized by biockage of the nomal fiow of Bhe Intestinal contents in the rectum
FRectal pain Lid pain Moderate pan; limiting Severe pain; Imiting seff care - -
nstrumental ADL ADL
Definion: A disorder charsdertzed by & sensation of marked discomfort in the rectal reglon
FRectal perfombon - Sympiomatic; medica: Bevere sympioms; sieciive LFe—threatening consequences; |Death
intervenbon indicabed operaidve intervention indicabed | ungent operafive Inbereention
Imdicated
Definion: A disorder charsdertzed by & nuphure in the rectal wal
Recial stenosis Azympiomaiic; dinlcal or Eympiomatic; akered Gl Beverely abered Gl Sunclion; LE=—threabening conseguences; |Death
diagnostic chservalions onby; famction fube feeding or hospitalzation  |urgent operative Inbersention
Interveniion not indicated indicated; sisctive opemtve Imdicated
mi=nsemtion indicaied
Dednion: A disorder characeized by a namowing of the kumen of the recium.
Rectal wicer Asymplomatic; dinical or Sympiomatic; akered GI Severely akered G funchion; Lee-threatening consequences; |Death

DefinBon: A disonder chansciertzed by & cnoumscoribed, inflammatony and necrobc ercalve esion on the mocosal suface of e recum.

digrcestic ohsarvations oniy;
Inbervenion not indicsbed

farsction {2.g. akered detary
habits, womiting, diamreas)

TPH Indicated; sischve
operafive oF Endo oo
mmi=nsention indicated; dsabing

urgent operatve Inbereention
Iradicatead
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Gastrointestinal disorders

Girades
Adweres Event 1 2 x 4 B
Fisropedioneal hemomape - Emif-limibed; Rdervenbon Transiusion, medcal, mdologic, | LAs-threatening consegueroes; | Death
indicaled endoscopic, or secte urgent inf=nsenion Rdcabed
opemive iInterrenton iIndicated
Defnion: A dsorder characisrized by biseding from the retroperfioreal anea.
Salvary duct Infammation Shghtiy thickened salva; slightty | Thick, ropy, stcky salva Acute salivary giand necrosis; | LMe-threatening consequences; |Death
alered taste (eg., metalic) mariedly afbered taste; sEvere secrebon-nduced urgent intervention ndicated
aiteration in diet indcated SyTRptoms (.., thick sallaiomi
serretion-Rouced symploms; serretions or gagging]; tubs
ImEng IRstrumental ADL feeding or TFN Indicaizd;
miting seff cane ADL; disabiing
DeAniton: & dsonier characisrned by indammation of the: silvary duct
Salvary gland fishila Asymplomatic; dinlcsl or Sympiomatic; akered Gl Beverely akered G tunction; Lee-threatening conssgquences; | Death
diagnostic ohservations oniy; famction; tube feeding Indicated | hospRairation indicated; urgent opemive Intersemtion
Interveniion not indicated serfive operative inferventon | indicated
rdicaled
Defnion: A disorder characierzed by an abnormal communication between a salvary gland and ancffer omgan of analomic ske.
Smal intestnal mucosits Asymplomatc or mid Eympiomatic; medica Bevere pain; Imiefering with oral | LB=—threatening conseguenoes; | Death
symptoms; Ink=reemtion not nierrention indicated; Imiting imtake; Wbe feeding, TFN or urgent intervention ndicated
Imcdicated nstrumental ADL hospiEaliration indicabed; Imiting
e care ADL
Definfon: A dsorder characiertzed by Inflammation of the: mucows membrane of the s=all iniesine
Smal Int=stinal obsinadon Asympiomaiic; dinlcal or Eympiomatic; akered Gl HospEalbabon indicabed; LEe=—threatening conssguences; |Death
diagrostic ohservafions only; Tumction; limiting Instrumenial elecffve operatiee nferventbon urgent operafve Intereention
Inferveniion not indlcabed AT indicaied; ImEng s=if care ADL; | ndicaded
disabdireg
Definlon: A dsorder characierized by biockape of the nomal fiow of §e Infesinal conients:
2mal Imiestinal perioration - Sympiomatic; medica Bevers symploms; siecive Lee-threatening conssquenoes; | Death
niereention indicated opemive Intervenbon iIndicated | urgent operive Inbereemtion
Iraclicafesd
Defniton: & disonder charscherized by & nuphre in the small mesine wal.
Small imtestinal steEnosis Asymplomatic; dinlcsl or Sympiomatic; akered Gl Symplomalic and sEversly Lee-threatening conssgquences; | Death
diagnostic ohservations oniy; famction aftered 5| function; fube urgent opemive Intersemtion
Inberveniion not ndicated feeding, TPH or hospialzaton | mdicated
ndicaied; nom-emengent
operaive Intervention Indicated
Definiion: A disorder characierized by a namowing of the kimen of the sail iIntestine.
Zmall irtestine Wosr Asymplomatic; dinlcsl or Sympiomatic; akered Gl Beverely akered G tunction; Lee-threatening conssgquences; | Death
diagrostic ohservations oniy; famction; limting instrumental TFH Indicabed; efectve urgent opemifve Intersemtion
Interveniion not indicated ADL opEmive o Endosoopic Imdicated
imervention indicated; Iming
el care ADL; disabiing
Defnion: A disorder charascderized by a droumsorbed, inflammaiory and necrobic erosive lesion on the macosal suface of e smal Inbestine
Stomach pain LEd pain Moderate pain; lmiting Bevere pain; Bmiting setf cane - -
nstrumertal AL ADL
Definfon: A dsorder characierized by a sensation of marked discomfort In the siomach.
Tiooth deveioprment dsorder Asymplomatic; hypopiasia of Impairreni comectable with ol | Maldeveiopment wih - -
moth or enamel SLINETY mpalrmend mof sungioally
oomecinbie; disabling

Definion: A disorder charsciertrad by a pathoiogical proosss of B heal ocouTing during Boo deveiopment

Tooi dscolorabion

|3u'1‘a|:e- shalres

D=fnion: A disonder charscienzed by @ change in Booi Fres or Gnt

Tootmxche

Mid pain

hWcderaie pam; Iimiting
nstrumertal AL

D=finEon: A dsonder charstienzed by & sensation of mamed discoemfont in the toath.

Severe pain
ADL

miting seff cans
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Gastrointestinal disorders

Grade
Adverca Event 1 2 2 4 B
Typhiks - - Symphomaiic (.., abdominal | LMe-threatening conssquences; | Death
pain, fever, change i bows urgent operive Interstion
Fabits with leus); perdionea Indicaied
SO
DeAniion: A disorder charscisrized by inlammation of the oscum.
Upper gastmointesinal MEd; Interveniion not ndicated | Modersie sympioms; medical | Tanstusion, mdiciogic, Lie=threalening conssquences; | Death
Femomrhape interventon or minor endoscopic, or dective urgent infenveniion indicated
autertzaton ndicated operaive Interrenton iIndicated
Definiion: A disonder charscertzed by bizeding from the upper gastrointesting tract (ord cawity, pharymy, esophagus, and stomach)
WomEng 1~ 2 episodes (separaied by S |3 - § spisodes (separated by § | >= spisodes (separaied by § | LMe-threatening conssquences; | Death
mireates) in 24 hrs minutes) in 24 brs minuies) in 24 hrs; fube feeding, | unpent iniervenion indicabed
TP or hospiakzaton mdcaisd
Cefniion: A disonder charscertzed by the reflexive act of ejecting the contents of the stomach through the mouth
Gastrointestingl disorders - Asymplomatic or mid Moderate; minimal, locsl or Severe or medically signiicant | LMe-threatening conseguences; |Death

rther, specify

sympioms:; cinical or diagrosbc
pbservaiions oniy; InkEreention
nart Imsllicated

noninyasive infensention
indicated; limiting age-
appropriate nstumental ADL

but not Immediabety 1T
threafening; hospitalizafion or
proiongation of existing
FospEalizaton indicated;

disablimg; limiting st cans ADL

urgent ini=nveniion indicaied
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General disorders and administration site conditions

Grade
Adverca Event 1 2 k] 4 ]
Chils Mid sersabion of coid koderaie tremor of the entine Bevere or prolonged, not - -
shivering; chaliering of iesth body; narcotics indicabed responsie o naroofics
Defniion: A disorder charsdiertzed by a sensation of coid that often marks a physiologic response 10 Sweating after a fever.
Deaith reonatal | - |- | - | - |Dea111
Defniion: A disorder charscienzed by Ceszaton of e oocuring during the first 28 days of [Be
D NOS - - | - | - |D:aﬂ1
De=finEon: A oessaton of e that cannot be atribuied o8 CTCAE f=m assodabed with Grads £
Edema face Localzed fadal edemas Moderate localkzed fuci Severe swelling; limiting s - -
o [Imitng Instruments care ADL
ADL
Defnion: A disonder charscietzed by swellng due i excessive fluid acoumulation in fadal Sssues
Edema Imbz £ - 10% Inter-imb discrepancy (=10 - 30% Inte-imb =>3% inter-imb discrepancy i | - -
I wolume or Orcumferenos af |discrepancy Inowokame o Wk, gross deiation from
poiné of greabest visbie circunier=noe af point of roimeal anakmic conbour;
dierence; sweding o gresiest visibie dffeence; riting seff care ADL
ohscuriion of analomic readly apparent obscurabion of
archbeciure on ciose Inspeciion | amaiomic architechure;
obifi=rabon of skin folds; nedly
apparent deviation from norma
anatormic contour; limitng
nstrumental ADL
DefnEon: A disorder characierized by sweling due io evcesshe fluid acoamuilation in the wupper or lower extremBes.
Edema tink Sweling or obscumbon of Readly apparent obsouaration of | Gmss deviasiion from noml - -
anaiomic archbeciune on dose | anatomic architeciurs; anatomic contour; Imitng s=r
Fspedion obilieraton of skin folds; neadly | cane ADL
apparent deviation from norma
anatcmic Contour; lmitng
nstumental ADL
Defniion: A disorder charscdierized by sweiing due io sncesshve fuid accumulation in the Funk ares.
Facial pain Kid pain Moderai= pain; limiting Bevere pain; Imiting seff cans - -
nstrumental ADL ADL
Defniion: A disorder charsciertzed by a sensation of mamed discomiiort in the Tace.
Satgue Fafigue relieved by nest Fatigue pot redeved by rest; Fatgue not nelisyved by FEst - -
ImEng irstumenial ADL rriting seff cans ADL
Defnion: A disorder charscietzed by a sate of gensmized weakness wih a proncanced inabilty to summaon saicent ensgy o accompllsh dally acthibes.
FEver 38.0-35.0 gegrees © (100.4 - |=39.0-40.0 degrees © (102,32 - | =400 degress C (=1040 =40.0 gegrees C (=104.0 Death
1022 degrees F) 104 0 degress F) degress. F) for <=4 brs degrees F) for =24 hrs
DefnEon: A disorder characierized by el=vation of the body's femperaiure above the: upper Bmit of nomal.
Flu [ke sympioms Mid fie-ike sympioms present | Moderate symploms; limiting Bevere symptoms; Bmiting setf | - -
nstrumental ADL care ADL
Defnion: A disorder charscietzed by a group of sympioms similar io thase chsened In patients with the Su. It includes fever, chills, body aches, malaise, oss of appetie and dry
oough.
Gak dishurbance Kid dhange In gak (g, wide- | koderai= change In galt (=g Disabling: limibing == care ADL | - -
bazed, Bmping or hobbiing) wide-hiased, Imping or
hobbiing]; assisthve devios
Indicated; limiting Insfrumental
ADL
Defnion: A disonder charscierzed by waking difficulties.
Hypothemia - 35 - =37 gegrees O 95 - =856 |32 ->28 degress O 55 - <mI8 gegress O B2.4 degress  |Deatn
degrees F >52.4 degre=s F F; [Be-threabening
CONSEQUENCES (e.g., COma,
Iypotension, puimonarny sdema,
acidemia, veniriouar Shrilation)

DefinBon: A& dsorder characiedzed by an abnormaly low body bemperatune. Treatmend Is required when the body lempembune s 355 [55F) or below.
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General disorders and administration site conditions

Girade
Adwercs Event 1 2 I 4 B
mfusion reated nesction MBd traresient reaction; infusion | Therapy or imfusion neruption | Frolonged (=.g., not apidiy Lie-threatening conssquences; | Death
InterTuption rct indicated; ndicated but responds prompdy | responsive fo symplomatic urgent imenendon ndcated
Interveniion not indicated o symptomaiic reatment (e.g., | medicaion andior brief
anihistamines, KEAIDE, Fmtemapdion of Infskon]);
marcofics, [V fids]; prophyiactc | recurence of symploms
medications indicated for <=24 | inllowing initial Improvement
s hospiEalization indicabed for
cinkal sequeias
Definfion: A disorder characistzed by adverse neaction o B infusion of pharmaoological or biclogical subsiances.
mfusion ske extravazation - Enyhema with associated Ulceration o neCosis; severe | Lfe-threabening conseguences; | Death

DefinEon: A disonder characietred by kakage of a pRarmaoologic
ation and mariked disoonron at the Infesion ske

erythema, sweling, buming sens

symploms (=g, adema, pain
induration, phisbitis)

Hosus damage; operatie
imimneention indicaisd

urpent intensangon Rdcated

or a bloiogic subrsiance from the Infiusion shie inho the =amounding Sssue. Signs and sympioms incdude induration,

njeciion site reaction

DefiniEon: A disorder charscenzed by an nense sdverse neaction

Terdemess wikh or wEhout
asspdabed symploms (e.g.,
warTir, enthema, Eching)

Pain; Bpodysinopiy, edema;
priebits

{usually Immenoiogic) deveioging

Liceration or necosls; severe
Aesue damage; operative
imimneention Indicai=d

at e she of an injecton

LEe-threalening conSequenceEs,
urgent intenseanfon ndcabed

Dieath

rrEakilty

De=finfion: A disorder charscietzed by an abmormal responsheness o siimul or physiological arousa

condiSon.

M easily consolabls

Moderate; ImEng instramental
ADL; Increased afenton
indicated

Severs abnomal or Excesshve
response; [imiing == care ADIL
Inconsokabie

may be in response o pain, frig

ht, a drug, an emotional shuation or a medcl

Localzssd sdema

DefinSon: A disonder charascietred by swelling due fo evcesshve fluid acoamulation at a specHic anad

Locaitred o dependent amnas,
na disablity or fumcton
Impalmment

Mcderaie localzesd sdema and
nberienton Indicaked; Imiting
nstrumental ADL

Severe calred soem and
imi=neention indicaied; ImEng
=N care ADL

Dmic she.

Balaise

Uneasinass or lack of wall being

Uneasiness or lack of we
being; Imiting Insfrumenial ADL

DefiniEon: A disorder charscenzed by a fesfing of gereral dscomiort of WRedsiRess, an oul-of-sorts fesiing.

Muiit-nrgan fallure - - Bhodk with aznbemia and ackd- | LMe-threatening consequences | Death
base disturbances; significant (=g, vasopressor dependent
onaguision abnormaltes and olguric or anuric or

Ischemic colis or kecic
addoss)

Definfion: A disorder charscietred by progressive deferioration of the umgs, Iver, Bdney and clofing mechaniss.

ek edema Asymplomatic localzed reck Moderate neck edema; slight Genelized nedk edema jeg., |- -

edema obit=rabon of anatomic dfficuilty In Burming reck];
andmarks; limiting Instrumental | Imiting seff cane ADL
ADL

De=finfion: A disorder characietzed by swellng due io an accumulaiion of excesshe fuld ik B peck

Mon-cardiac chest pain MEd pair: Moderate pain; Imitng Bevere pain; Briting seff cans - -

instrumental ADL ADL

Definiion: A disomer charsciedzed by discomfortin the chest unreiated to 3 heart disorder.

Fain MEd pair: Moderate pain; Imiting Bevere pain; Briting setf cane - -

instrumenial ADL ADL

DefinEon: A disonder characietred by the s=nsation of marked discomiort, dstess or apony.

Budden death NCE - - - - De=ath

Definfion: An unexpecied ceszabion of IHe that cannot be attribuied to a CTCAE term assodated with Grade 5

Genemal dsonders and Asymplomatic or mid Moderaie; minimal, local or Bevere or medically signficant | LBe—threatening conseguences; | Death

arministration she conditions -
Tther, specily

symptoms:; cinical or diagrosic
ohservaiions only; iInkEnsention
not Imclicafed

noninvashve inensenton
indicaled; limiting age-
arproprate nstumental ADL

kit not Immediately 1fe-
threafening; hospilndzaiion or
proiongabion of exisling
hospEalirabtion indicabed;
disabling; limiting self cars ADL

urgent imtenenton mdcated
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Hepatobiliary disorders

Grades
Adverce Event 1 2 2 4 B
Blie duct stenosis Azympiomatic; dinical or Symplomatic; absred G Severely abered 51 function; Lie-threatening conssquences; |Death
diagrcstic phoervafions only; fumction; IV flulds indoded <34 | mdologic, endoscopic or urpent operafve Inbersention
Interveniion not indicated trs sjeciive operative intervention | indicated
mdicatzd
Cefnion: A disorder charscerzed by a namowing of the kamen of the bie duct
Bllary fistuls - Eympiomatic and inbkervention Beverely aered Gl fanction; LEe-threatening conseguences; |Death
nok indicabed TFA Indicabed; endoscopic urgent operafve Inbereention
mi=rvention iIndicaied; declive | ndicaied
operaiive Interrention Indicabed
Deniion: A disorder charsciertzed by an sbrormal communication betwesn the: bile ducts and another ongan o ansiomic she.
Cholecystis - Symplomatic; medica Smvers symploms; radologc, | LMe-threatening conssquences; |Death
ni=renton iIndicated endoscopic o siectie operabive | ungent operatve Interetion
meneention Indicaizd Iredicafed
Defniion: A disorder charscertzed by infammation invoiving the gallblsdder. | may be associabed with e presence of galsionss.
Galbixdder fistula Asympiomatic cinical or Symplomatic and intervention | Symptomaiic or severely afiered | Lfte-threatening conseguences; | Death
diagricestic ohservafions oniy; ot indicated Gl funciion; TP ndicated: urgent operative Intersemtion
Inierveniion not indicaied radiologic, =ndosoopic or Incdicaied
sedive operative Infervenbon
mdicated
Deniion: A disorder charscertzed by an sbrormal communication betwesn the galbiadder and another ongan or aratomic she
Galbixdder neoosis - - - Lie-threatening conssquences; |Death
urgent diciogic or operative
Inberveniion Indoabed
Defniion: A disorder charscerzed by @ necrofic prooess ocouming In B galbadder.
Galbixdder obstnaction Asympiomatic; dinical or Symplomatic; akered Gl Symplomaiic and sEvershy Lite-threatening conssquences; |Death
diagricestic ohservafions oniy; fumction; [V flukds indicated <24 | altered Gl fSunchon; hube urgent operative Intersemtion
Inferveniion not indlcabed brs feeding, TPH or hosplalstion | mdicaied
indicaied; nomemengent
operafve Inbersention iIndicabed
Defniion: A disorder charsdertzed by hiockape of the nommal ficw of e oonmients of the galbladder.
Galbixddsr pan MEd pain Moderats pam; [mitng Emvers pain; Bmiting seff cans - -
nstrumental ADL ADL
DeAniion: A disorder charscerzed by a sensation of marked discomfort In the: galbiadder negion.
Galblxdder perforabon - - - LFethreabening conseguences; |Death
urgent imenention indcated
Defnion: A disorder charscertzed by a nupture in the gallbksdder wal.
Hepafic ke - - Asierins; miid encephaiopathy; | Modembe to severs Death

riting seff cane ADL

encephalopathy; coma; He-
threabening conseguences

CeinEon: A disorder characierized by the inablity of S Iver o melabolze chemicils in the body. Laboméory best resuits reveal abnormal plasma besels of ammonia, bllinsbin, achic
dehydmogenase, and alkaline phosphatase.

Hepaiic Femomhage MBd; nberveniion not indicated | Symplomatic; medica Transtusion iIndicated Lite-threatening conssquences; |Death
ni=renton iIndicated urgent imenesniion indicabed
DeAniion: A disorder charscierzed by hiseding from the Iver.
Hepaic ReCTosis - - - Lie-threatening conssquences; |Death
urgent rrdioiogic or operative
Interveniion indicated
Defniion: A disorder charscerzed by a necrofic prooess cCouming in e fepabic parenchyma
~epafic pain Filld pain koderate pain; [imiting Bevers pair; Imiting seff cans - -
instrumental ADL ADL
CeinEon: A disorder characierzed by a sensation of marked discomifiort In the: Iheer negion.
Ferioration blle duct - - Fiadiniogic, emdoscopic or LE=—threatening conssquences; | Death

sieciive opssraiive IRtervention
ndicated

Defnion: & disonder charscierzad by 3 nupture in the wal of the exranepatc or iRfrahepatic bile duct

urgent operadve Inbereention
Imclicafed
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Hepatobiliary disorders

Girade
Adverca Event 1 2 3 4 B
Fortal hyperiension - Decreased portal vedn fiow Reversalretograds portal vein | LM=-threatening consequences; | Death
o, assodabed with vances urgent imeneniion ndcabed
andior ssdbes
Defniion: A dsorder characierzed by an increase in biood pressure in the portal venous system.
Forial vein thrombosis - Imferveniion not indcabed Medical inferventon indicaied LE=—threabening conssquences; | Death
urgent imteneniion indicated
Defniion: A dsorder characienzed by the formation of a thromibers (biood dot) in the portal wein
Hepatcbilary disorders - Jther, |Asympiomatic or mid Moderate; minimal, local or Bevere or medically signficant | Le-threalening conseguences; | Death

specify

symptoms; cinlcal or diagrcstic
observalions only; Inkensention
not Indicated

noninyvashve imemnention
indicabed;; limiting age-
approprate Instrumental ADL

but not Immedabely 1fe-
threafening; hospilalizafion or
profongation of existing
rospEalization indicabed;

disabling; limiting seiff care ADL

urgent insnvenfion mdicat=d
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Immune system disorders

Srads
Adverss Event 1 2 E ] 4 B
Alengic reaciion Transient fushing or rash, drug | Riervenion or irfusion Frolonged [e.g., not rapidiy LEe-threatening consequences; |Death
fever <38 degress © [<100.4 inkerruption indicaied; responds | responsive o sympiomadic urgent inienendon Rdicated
degrees Fi; inkneention not prompiiy o symoiomatic medication andior briel
Indicated reatment [e.g., antitisismines, | niemupion of Infiusion];
HEAIDE, narcobcs); recureEnoe of sympioms
prophylacic medicaions foliowing initial Improvesent
indicaled for <=24 hrs FospRalizabion indicabed for
cinical sequelas =g, renal
mpairmenk, paimonany
infiirates)
DefniSon: & disonder characieized by an adverse ocal o gensml response from exposuns o an allsrgen.
Anaphylads - - Symphomaiic bronchospasm, Lie-threatening consequences; |Death
with or without urbcaria; urgent im=nenton ndcated
panenizral imensemrtion
indicated; alsmgy-related
edemaiangicedema;
FrrpoiEnsien
Definion: A disonder characiedzed by an acube inffammaiory reaction resuiting from e reease of Bistamine and hisiamine-lke substances from mast cels, causing a hypersensBwity
mmune response. Clinlcally, E presenis wifh bresthing dificuly, dirszgness, hypotenslon, cyanosis and loss of consdousmess amd may ead io death.
Autoirrane dsorder Asympiomaiic; serologic or Evwidence of auloimmune Autoimrare reactions involving | LEe-threabening consequences; |Death

CefinBon: A dsosnder resuting from oss of function or Bssues desiry

Essue Do Bhuenls.

piher evidence of aulcimmune
nesaction, with: nommal argan
funciion; inbervention not
Indlicated

reaciion Fvotving a non-
essential organ or function (=g
hypothyroidizm]

major ongan =g, colbis
anemia, nyocaniis, kdney)

urgent internsenfion ndcated

cHon of an ogan of multipie srgans, arising from humdoal or colliar immuns responses of e individual b his own

Cytoking neEase SyTEiOme

MBd ressction; irfusion
Interrupbion mot Indicabed;
Inferveniion not indlcated

Thisragy o Irfesion inkemuption
ndicated but responds prompdy
D sympiomaic reatment (=g,
anfihisaminzs, N2AIDE,
narcofics, [V fuids]; prophytactic
medications indicabed for <=24
s

Frolonged (e.g., not apidly
responsie fo sympiomatic
medicabon andior briel
im=mapSion of infusion]);
reOATEnCe of symploms
following initial Improvement:
Faspializaton indicated for
cinical sequelas (2.0, renal
mpalrment, pulmonary
fitrates)

Definion: A disonder characerdzed by nausea, headache, tachycarda, hypolension, rash, and shoriness of breath; B |s caused by the

L thnealening ConSequeces:
pressor oF vendlaory support
Iruclicabed

rejease of Cyiokines from the cels

Death

Benum sickmess

CefinBon: Adsonder chanstienzed by 3 delayed-bps hypersensitvity resction to foreion profeins dertved from an ankmal serem. [ ooours approsmakely Sk i haerhy-on

Asymplomatic; dinlcsl or
diagrecstic ohservations oniy,
Iniervenion not indlcated

Moderaie arthrigia; tewer, rash,
urticarta, anthistamines
indicabed

Zevere arthraigia or arthrits;
exiEnsive rashy Shemids or IV
Auids Indicated

Lia-threatening consaquances
pressor or vendlaiory support
Il cafed

Death

£ days

folicwing the adminisiration of the forsign antigen. Symphoms InChade fever, armhraigias, myakgias, skin enuplons, ymphssdencpathy, chest manced dscomion and dyspnea.

Immune sysiem dsonders -
Other, spectly

Asympiomatic or mid
symptoms; cinical or diagrcstc
ohrservaiions onfy; Intenention
nat Imcllicafied

Moderaie; minimal, local or
noninyashe Imensention
indicated; limitng age-
appropriate nstumental AGL

Bevere or medically sgnfcant
East not Imresdiabe dy 19—
threatening; hospitalzation or
prolongation of existing
FospEaliraton indicated;
disabling; limiting sefl cans ADL

LEe—threabening conssguenoes:
urgent im=nenton ndcated

Death
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Infections and infestations

Srade
Adwverce Event 1 2 ] 4 B
Abdominal Infection - - I antibdobc, antfangal, or LEe—threatening conssguences; | Death
antviral infervenbon indicaied; | ungent imieneniion indicaied
radoiogic or opematve
mieneention indicated
Definfon: A disorder characderzed by an infectious process invohding S abdominal cavity.
Anorectal Infection Locaitzed; kacal iInberaention Oral Infervention indicated (e.g., | I antbiobc, antfunga, or Lite-threatening conssgquences; |Death
Inedicated aniibiotc, antfungal, anfiviral) | anthviral iIntervention indicaied; | urgent imtervention indicated
radioiogic, endosoopic, or
operaive interienton indicabed
Definion: A dsorder charscierzed by an infectious process Involing e anal area and the rectum
Appendicis - - I antibéobc, anttungal, or Lite-threatening conssgquences; |Death
antiviral iIntervenbon ndicated; | ungent intenenSon Rdcated
radioiogic or opermaive
i=nsention indicai=d
Defniion: A dsorder charscierzed by acube iInfammabion & Bhe vemfom appendix cvused by & pathogenic agent.
Appendiclis pefomted - Sympiomatic; medica Severs Sympioms; sective Lite-threatening conssgquences; |Death
Int=rventon indicabed operaive inkerventon indicabed | ungent Infenenon indcated
De=AnEon: A dsorder characierzed by acubs Infammabon fo fe ve=miom appendiy caused by a pafogenic agent with gangrenous changes resulting in the rupture: of the
appendiceal wal. The appendiceal wal nuphine causes the reisase of inflammatory and bacterial conbents from the appendiceal lumen inbo the abdominal cay.
Arteriis Infecive - - I antibiobc, antfungai, or Lie=threatening conssquences; | Death
antiviral lInfervention indicaied; | urgent infenenfon indicabed
radioiogic or opermaive
ri=nsention indicaisd
Deftniion: A& disorder charascierzed by an infectious process nwoking an arery
Bllary tract Infection - - I antibiobc, antfungai, or Lie=threatening conssquences; | Death
antviral infervenbon indicaied; | ungent imieneniion indicaied
radoiogic or operative
mieneention indicated
DefAniion: A disorder charascierzed by an infectious proo=ss inwoking e bilary act.
Eladder Fiection - Oral imervenion indcafed (e.g., | W antibdotc, antfungasl, or LFe—threatening consequenoes; | Death
aniibiotc, antfungal, anfviral) | anthviral intervention indicated; | urgent imtervention indicated
radoiogic, Endoscopic, or
operaive Interienton indicated
Defnion: A disorder charscierzed by an infectious process involving Fe bladder.
Bone Infecton - - I antibéobc, anttungal, or Lite-threatening conssgquences; |Death
antiviral iIntervention indicated; | urgent intesneniion indcated
radoiogic or operative
miervention indicaied
Defnion: A disorder characierzed by an infectious pooess inwohding e bones.
Brexst Infection - Local infection with moderate Severs infection; axdlary Lite-threatening conssgquences; |Death
Sympiomes; ol interveniion adenits; IV anfbacteral, urgent imenention indcated
Indicated (=g, anibicic. antfungal, or anfviral
aniffungal, anfvial) ini=rvention indicaied
Defnion: A dsorder charscierzed by an infectious process Invohiing e bresst
Bromchial Infection - Moderaie symploms; o I antibiobc, antfungai, or Lie=threatening conssquences; | Death
Inbkervention indicabed (=g, antiviral lInfervention indicaied; | urgent infenenfon indicabed
andbloic, antfungal, andviral) radoiogic, =ndosoopic, or
operaive Intersention iIndicated
DefAniion: A disorder charscierized by an infectious procsss inwohing e bromchl.
Caffsber retated Infection - Localized; local im=nsention I antibiobc, antfungai, or Lie=threatening conssquences; | Death
ndicated; oral inferveniion antviral infervenbon indicaied; | ungent imieneniion indicaied
ndicated (2., anthiosc, radoiogic or operative
anitfungal, aniviral) mt=rvention indicated
Defniion: A disorder characierzed by an infectious proc=ss that arises secondany o cathelesr use
Cacal infecion - - I antibdobc, antfungal, or LFe—threatening consequenoes; | Death

antiviral Intervention indicated;
radiclogic, Endoscopic, o
operatve Intersenton Indicabed

urgent imenenton mdcated
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Infections and infestations

Grxde
Adverca Event 1 2 I 4 1]

Dedniion: A disorder charscierzed by an nfectious prooess Nvoiing e oroem

Carvicitis infection - Localized; local Imisnsention I antibiobc, anttunga, or Lie-threatening conssquences; | Death
indicated =g, topical antibiotic, | antiviral intervention indicated; | urgent intenention ndcated
aniffungal, or anthviral) radiclogic or opemive

mienvention indicated

Dedniion: A disorer charscisrzed by an nfectious process nsoking e uedne cend.

Conjunciivitis Infective - Lecalized; local imtenyention I antibéotic, antfungal, or Lite-threatening consequences; |Death
indicated =g, topical antibiotic, | antiviral intervention indicated; | urgent intenention ndcated
aniifungal, or anthiral) radiciogic or opemive

mienvention indicated

Dedniion: A disormer charascierzed by an nfectious process nwoiding e oonjunctia. Clinkcal manBestytions incds pink or red color in e eyes.

Comeal irfeciion - Lecalized; local imtenyention I antibéotic, antfungal, or Lite-threatening consequences; |Death
indicated (=g, fopical antiblofic, | anbviral infervention indicaied; | urgent infenendion ndcaied
aniifungal, or anthiral) radiciogic or opemive

mienvention indicated
Definiion: A disorder charascterzed by an infectious process Invoiving e comea.
Cranksl nerve infection - - I antbdobic, antfargal, or LEe—threabening conseguences; |Death
antiviral inbervention ndicated; | urgent interveniion Rdcatsd
radiciogic or opemive
miereention indicaied
Cedinion: A disorder charaderzed by an infectious process iInvolding a oranial rerve.
Devvice nelaled Infechion - - I antbdobic, antfargal, or LEe—threabening conseguences; |Death
antiviral inbervention ndicated; | urgent interveniion Rdcatsd
radiciogic or opemive
mienvention indicaied

Cedinion: A disorder charsderzed by an infectious process iInvokdng e use of 3 medical device.

Drucderal imtection - Moderaie sympioms; medical | antbiobc, antfungal, or Lie-threatening conssquences; | Death
ntersention indicated (=g, oral | antviral intervenbon indicated;  |urgent imtenention ndcated
aniibiotcs] radiciogic or opemive

mienvention indicated
Dedniion: A disorder charscierzed by an nfectious process inwofing Se duodenum.
Enceptallls Infection - - I antibéotic, antfungal, or Lite-threatening consequences; |Death
antiviral infervention indicated; | urgent infenention indicated
severe changes in meniai
status; sei~imbed seumne
activity; fooal neuringic
abnormralles
Dednion: A disorder charscierzed by an nfectious process Invohing e brain Hssue.
Encepraiomysiits mection - - I antibiobc, anttunga, or Lie-threatening conssquences; | Death
antiviral inbervention ndicated; | urgent interveniion Rdcatsd
radiciogic or opemive
mienvention indicated
Defniton: A disorder charscierned by an nfectious prooess INvofing e brain and spinal cond Sssues.
Endocardis infecive - - I antibiobc, anttunga, or Lie-threatening conssquences; | Death

Defnion: A disorder charactertzad by an infectious prooess inwok

antiviral Infzrventon indicated;

radiclogic of opeRive
mienvention indicated

rig e endocandial layer of B Dt

urgent im=renton edcated

Endophthalmitis

Liscal interyenbon indicabed

Systemic im=nention or
rspEalizaton indicaked

Cedinion: A disorder characderzed by an infectious process iInvokding e iniemal sinachunes of the eye.

Bindness (20200 oF worss]
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Infections and infestations

arads
Adverca Event 1 2 I 4 B
Enteroonits infechous - Famsage of >3 unformed stools. | I antibiobc, antfumgal, or Lie-threatening consequences; | Death
per 24 hrs or duraion of Iness | antviral ingervenbon indicated; | ungent intenseniion indicated
=&8 hrs; moderaie abdominal | mdiclogic, endoscopic, or
i opertve Interienton Indicabed;
profuse wabery diarhea with
sigres of hyponiemia; hicody
damea; fevern, sEvere
shdominal pain; Fospitsration
indicaied
[De=finion: A disonder charadierized by an infectious process involdng e small and large Inbesiines.
Esoprapen nfecton - Loxcal interaention indicabed P antbiobc, antfungai, or Lie-threatening consequences; | Death
Ie-gL, omi antbiotic, antfungal, | antviral Intervenbon indicated; | ungent intensenSon ndicated
aniiviral) radiologic or opeaive
miensention indicaied
Definiion: A disorder charcierzed by an infectious proo=ss nyohing e esophagus.
Eye Infecton - Lescalzed; local Infensention I antkictc, antfungsl, or LMe-threatening conssquences; | Death
ndicated (=g, topical antibiobic, | antviral iRtervenbon indicated;  |ungent misnenion Rdcabed
anifungal, or anthimal) radioiogic or ppemive enucieation
imierveriion Indicaied
DeAniion: A disorder charscierzed by an nfectious proc=ss nwoking e epe.
Salbizdder infection - - I antibdobc, antfungal, or LEe—threatening conseguenoes; |Death
antiviral Imtervenbon indicated; | ungent imenenion Rdicated
radiningic, Endascopic, or
opemive Intervention indicabed
Defniion: A disorder charsciertzad by an infectious proosss nvohing e galbisdder.
Gum Infection Local therpy indosted (swish | Moderaie symploms; o P antbiobc, anttungal, or Lie-threatening consequences; | Death
and wwallos) intereention indicated (=g, antiviral iInfervenbon indicaied;  |urgent infe=rveniion Indicated
arfibiotc, antfungal, anfiviral) | mdiclogic or opemtve
miensention indicaied
[Dediniion: A disorder characierized by an infectious process involding e gums,
Hepaiic Infection - - P antbiobc, antfungai, or Lie-threatening consequences; | Death
antiviral Infervenbon indicaied; | urgent inf=nveniion Indicated
radiologic or opeaive
mensention indicated
Definifion: A disorder charscierzed by an nfectious process nvobing e ler
Hepattis virs Asympiomatic, treatment not - Symphormatic (ver dystnction; | Decompersaked verfuncion | Death
Incd cated fibosis by biopsy; compensaied | (=g, ascies, coaguiopathy,
cirhosis; reactvation of chronkc | encepiaiopathy, comal
rspalitis
DeAniion: A disorder charascierzed by & viral pathoiogic process. imvoiving the Iver parendhyma.
mfective mycsis - Licalized; local infeneention I antibdobc, antfungal, or LEe—threatening conseguences; |Death
indicated (= 7, topical antibiotic, | antviral intervenbon indicated;  |urgent imenenson Rdicated
arifungal, or anthiral) radioiogic or ppemive
mensention indicaied
Defniion: A disomder charscierzed by an infectious prooess nvohing e siosistal masdes
«oink infecion - Licalized; local infeneention Arfroscopic Infervention LEe—threatening conseguences; |Death
indicaled; ol Inferveniion indicaizd |e.g., dainage) or urgent iniervendion indicated
ndicated (= g, anfhioc, arttrolomy (E.g., open Sungical
arifungal, aniviri 1 peede drainage)
aspimbon indicated (single or
mraitiple)
DeAniion: A disorder charscierzed by an nfectious proo=ss nvoking a joint
Kldmey Imection - - I antkictc, antfungsl, or LMe-threatening conssquences; | Death

Defniion: & disorder characisrzed by an nfectious process Mwoking e kidney.

anthviral ImServention indicated;
radiciogic, Endascopic, or
operafive Inkervenbon iIndicabed

urgent imervengon ndicated
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Infections and infestations

rade
Advercs Event 1 2 I 4 B
Laryngits - Moderaie symploms; o I antibiotc, anttungai, or Lfe-threatening conssquences; | Death
ntereention indicated (=g, antiviral Infervention indicaied; | ungent inf=nsendon indicated
anfibiotc, antfungal, anfiviral] | radiclogic or operve
meryemtion indicaied
Defniion: & disorder charsciered by an inflammatory process imvoiving the: ey
Lip Imfection Locaized, local Intersention Crall Imerveniion indicated ie.g., | I amtbiobc, anttungal, or - -
Incdicated aniibiotc, antfungal, anfivibal) | antiviesl Indervention indicated;
radioiogic or opemive
iniereention indicaied
Defnion: A disorder charsdertnasd by an infectious proosss nvoiing e Ips.
Lung imfectian - Moderaie symploms; orai I antibéotc, antfungal, or Lfe-threatening consequences; |Death
niervention indicated (=g, antiviral Inberventon ndicated; | ungent Intenention indicated
anfiblotc, antfungal, anfiviral) | rediclogic, Endascopic, or
operaive Intersention Indicated
Defnion: A disarder charscertnesd by an infectious prooess nvoiing e ungs
Lymph giand Infechon - Localized; local mersention I antibiobc, antfangal, or LE=—threatening conseguences; | Death
ndicated e, topical antibeotic, | antiviral Interventon ndicated;  |urgent intenenSion indicated
aniffungal, or antriral) radioiogic or opemive
mensention indicaied
Definion: A disorder charscierzed by an infectious process nvoiving e ymph nodes.
Mdedlastinal erfection - - I antibiotc, anttungai, or Lfe-threatening conssquences; | Death
antivirsl Interventon ndicsted;  |ungent intenention indicated
radiologic or opeaive
meryemtion indicaied
Definion: A disorder charscierzed by an infectious process nvoiing e mediastinum.
MeningHs - - I antibiotc, anttungai, or Lfe-threatening conssquences; | Death
antiviral Inferventon ndicated;  |urgent intenention indicated
radioiogic or opemive
imznsemtion indicated; fcal
neunciogic defidi
Definiion: A disorder charscierzed by acute iInfammatbion of e meninges of the brain andéor spinal cord
Bucosal Infechion Localbed, local nberrenbon Cral Inervendon indcaéed (e.p., | W antiblobc, antfungal, or LE=—threatening conseguences; | Death
Incdicated anfibiotc, antfungal, anfiviral) | antiviesl Interventon ndicated; | ungent Intensention indicated
radiologic or opeaive
mensention indicaied
Definion: A disorder charscierzed by an infectious process Invoiving & macosal sarfsoe.
Hall infecion Localbed, local nberrenbon Cral Inervendon indcaéed (e.p., | W antiblobc, antfungal, or - -
Indicated anfiblotc, antfungal, anfiviral) | antiviral intervention indicated;
radiclogic or opemaive
mensention indicaied
Defnion: A disorder charascierized by an infectious poo=ss involving e mal
Otffs extema - Localized; local Imimnsention I antibiotc, anttungai, or Lfe-threatening conssquences; | Death

Defnion: A disonder charscterzad by an nfectious process vok
and cuts i the ear canal. Symploms Include fullness, Roting, swail

ndicated e, topical antibsotic,
anifungal, or anthdral)

antiviral Intervention indicated;
radiologic or opeaive
meryemtion indicaied

urgent im=rvendon imdicated

rig e cuter sar and ear canal. Conirbutory facions incdude eycesshe waber axposurs (Saimmers sar infection)
rg and marked discostiont In the sar and ear drainage

s meda - Localized; local mersention I antibiobc, antfangal, or LE=—threatening conseguences; | Death
ndicated = g, iopical antibiobic, | antiviesl interventon ndicated; | ungent Intensention indicated
aniffungal, or antriral) radioiogic or opemive
mensention indicaied
Definion: A disorder charscierzed by an nfectious process Invoiving e middee ear.
Owarian Imfeciion - Localized; local Imimnsention I antibiotc, anttungai, or Le-threatening conssquences; | Death

ndicaled = g, tiopical antibiobic,
anifungal, or anthdral)

Definion: A dsonder chanscierzed by an infectious process invobding e ovarny.

antiviral Inbervention indicated;
radiologic or opeaive
mensention indicaied

urgant Interwention ndicated
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Srade
Advercs Event 1 2 2 4 [
Fancreas infection - - I antbiobc, anttongal, or Lie-threatening conssquences; | Death
antviral inferventon indicaied; wrgent iniervenSon ndicabed
radologic or opemive
mtemeention Indicated
Defniton: & disonder charscierzed by an nfectious procsss inwoling e panoreas.
Fapulopushiar ash Fapuies and'or pusiues Papuies ardor pushiles Fapulss andior pustuies Fapues and'or pusiues Death
oowering <10% B3A, which may |overing 10-30% BEA, wiich oowering =30% E3A, which may | cowerng any % EBA, which
or may not be associated wish | may or may not be assodated | or may not be azsodated with | may o may not be assodated
SyMptoms of prurties. or Wi Symptoms of prartus or Symiptoms of pruritus or with sympioms. of prarius or
tendemess ‘Enoemess; assodabed with Endemess; imting setf-care Endemess and ane amociabed
msychosocal Impact; limiting ADL; associated with ocal with evtenske superinfedion
nstumental ADL supernfecion wih o with I'v amtibiofics. indicated; 1He-
antibiodcs indicated threatening conseguences
Defniton: & disonder charscierzed by an sruption consising of papules (a smal, raised plmpk) and pashies (a smal pus Sled bister), Grpically appssring In face, soip, and uppsr
chest and back Unllike aces, s msh does not present with whitcheads or bladkheads, and can be sympiomatic, & fhdhy or f=ndier lesions.
Famnychia Mall fold =dema or Enythema Localized interiention indicated; | Sungical iInterveniion or 1Y - -
disngpsion of the cuticie oral Inbereention indicaked (e.g., |anbbioSos mdcated; [Imiting seif
aniiblofc, anifungal, anfiviral, |care ADL
nall foid edema or erythema
Wi pain; associaied wiih
dischans or nal piabe
separation; IMEng Instnment
AT
De=fnion: A disonder characierzed by an infectious process involving T soft tisswes around the nall.
Feivic infection - Moderate symploms; oral I antibéobic, antftangal, or Lite-threatening consegquences; |Death
nierrenton iIndicabed =g, antiviral iIntervention indicated; | ungent intEnenion Roicated
aniibiotc, antfungal, anfiviral] | radologic or opemiive
mi=neention Indicaied
Definiion: A disonder charscierzed by an infectious process Invohing e pelvic cavity.
Fenle infecton - Lecalized; kocal infensention I antibéobic, antftangal, or Lite-threatening consegquences; |Death
ndicated (=g, iopical antbiobc, | antviral intervention indicated; | ungent Intervention Rdicated
anifungal, or anthdirall radologic or opemive
mi=neention indicaied
Definiion: A disonder charscierzed by an Infectious process Inwohing e penls
Feforbital Imfecion - Localized; kocal infenssntion I antbiobc, anttongal, or Lie-threatening conssquences; | Death
indicaled (=g, fopical antibdobic, | antviral inferventon indicaied; | ungent intensenSon indicabed
anifungal, or anthdirall radologic or opemive
mi=neention indicaied
Defniton: & disonder charscierzed by an nfectious proc=ss inwoking e orbit of the ey
Ferphemal nemve infection - Localized; kocal infenssntion I antbiobc, anttongal, or Lie-threatening conssquences; | Death
indicaled (=g, fopical antibdobic, | antviral inferventon indicaied; | ungent intensenSon indicabed
anitfungal, or anthiral) radoisgc or opemiive
mizneemtion Indicaied
Defniion: & disonder charscierzed by an nfectious proc=ss nsoking e peripherl nemves
Fertoneal Imecion - - I antbiobc, anttongal, or Lie-threatening conssquences; | Death
antiviral iIntervention indicated; | urgent imenension ndicated
radoiogic, endosoopic, o
operaive Inkeriention Indicated
Defnion: A disonder characierzed by an infectious process involving T peritoneum.
Fharynglis - Localized; ocal ivfe=nsention I aniibdobc, antSumgal, or LEe—threabening conssguences; | Death
ndicated (=g, iopical antibiobic, | antviral infervention indicated; | ungent intenvention ndicated
anitfungal, or anthiral) radoisgc or opemiive
mieryention indicaied
CednEon: A dsonder charscierzed by infammation of the thwoat
Phiebills Infecive - Localized; ocal ivfe=nsention I aniibdobc, antSumgal, or LEe—threabening conssguences; | Death

ndicated (=g, topical antbiobic,
anffungal, or anthirall

anttviral Intervention indicated;
radiologic or opemtve

mi=nsetion Indicaied

urgeent imEnenson rdcated
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Girade

AgvEs Event

4

13

DefnBon: Adisorder characierzed by an infectious proo=ss involdng e vein. Cinical manfesiabions indude snthema, marked discomiort, seeling, and induation along the course

of the Irfected vein.

Fieural Infection - Localieed; local imtensemntion I antibiotc, anttungs, or Lie-threatening conssquences; |Death
ndicated ., topical antibiobic, | antviral iIntervenbon indicated; | urgent imenenson indicated
anisfungal, or amtrarall radiciogic, endoscopic, or
operadve Inkereenton Indicabed
Defniion: A disorder charscierzed by an infectious process involhing e pleurn.
Prosiie Infection - Moderais sympioms; ol I antibliobc, antfungeal, or LEe—threatening conssguences; | Death
ntersention indicated (=g, antiviral intervention indicated; | urgent intenvention indicated
aniibiotc, antfungal, antiviral) | diclogic, endosoopic, or
operatve Interdention Indicated
DefnBon: Adisorder characierzed by an infectious proo=ss involding e prosiabe gland
FRixsh pustuiar - Localized; ocal imtenyemtion P antibéotc, anttungal, or - -
ndicated =g, bopical antiiobc, | antviral intervenbion indicated;
anisfungal, or amthirall radiciogic or opemive
miensemtion indicated
DefnBon: A disorder characierzed by a doumsoribed and slevabed skin lesion flled with pus:
FRNinKs infecte - Localized; ocal imtenyemtion - - -
indicabed (=g, fopical antbiobc,
anisfungal, or amthirall
DefAniion: A disorder charscerzed by an infectious proc=ss inwolking e rasal mucosal.
Zalvary gland Infexction - Moderaie symploms; omi P antibéotc, anttungal, or Lite-threatening consequences; |Death
niersention indicated (=g, antiviral Inberventon indicated; | ungent intensenton Rdicated
anidbioic, antfungal, anSviral) radiclogic or opemaifve
miensemtion indicated
DefnBon: A disorder charascierized by an infectious process inwolving e salvary gland.
Scrotal Infection - Localized; ocal imtenyemtion P antibéotc, anttungal, or Lite-threatening consequences; |Death
ndicated =g, bopical antibiobc, | antviral iIRtervenbon indicated; | ungent IntEnenion Rdicatsd
ansfungal, or amtrarall radiciogic or opemive
miereention indicaied
Defniion: A dsorder charscerzed by an infectious process invohing e sorotum.
Sepds - - - Lie-threatening conssquences; |Death

Defnion: & disonder characierzad by the presance of pathogenic

microonganisTes I e biood sres

urgent im=nenton imdicatesd

m et cause & rapidy progressing systemic reachon that may kead io shock.

Binushis - Localieed; local imfensention I antibliobc, antfungeal, or LEe—threatening conssguences; | Death
ndicated =g, bopical antibiobc, | antviral iIRtervenbon indicated; | ungent IntEnenion Rdicatsd
anffungal, or anthvirall radiologic, endosconic, or
operaive Intersention Indicated
DeAniion: A disorder charscierzed by an infectious proc=ss mwoking S mucous membranes of the paanasal sinuses.
2kin Infection Locailred, local Intersention Oral ImervenSion indicated (2.9, | I antibiotic, antfangal, or Lite-threatening consequences; |Death
nd Cated aniibiotc, antfungal, anfiviral) | antiviral iIntervenbon indicated; | ungent im=nendon Rdicatsd
radiclogic or opemaifve
miensemtion indicated
De=fnBon: Adisorder characierzed by an infectious process invokdng e shin.
Emall infestine infection - Moderaie symploms; omi P antibéotc, anttungal, or Lite-threatening consequences; |Death
niersention indicated (=g, antiviral Inberventon indicated; | ungent intensenton Rdicated
aniibiotc, antfungal, antiviral) | rdiclogic or opemive
miereention indicaied
Defniion: A disorder charscierzed by an infectious process involing e smal ingestine.
2oft Hssue Infecton - Localieed; local imtensemntion I antibiotc, anttungs, or Lie-threatening conssquences; |Death
ndicated ., topical antibiobic, | antviral iIntervenbon indicated; | urgent imenenson indicated
anisfungal, or amtrarall radiciogic or opemive
miereention indicaied
Defniion: A disorder charscierzed by an infectious process inwohing soft tssues.
Bplenic infection - - I antibliobc, antfungeal, or LEe—threatening conssguences; | Death

antiviral intervention indicated;
radiclogic or opemaifve
mi=neention indicaizd

urgent im=nenton imdicatesd
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arade
Advecs Event 1 2 2 4 B
Defniion: A disonder charsciertzed by an infectious process nwoking Se spisen
Stoma site Infechon Locailred, local intersention Cral Imervention indicated {.g., | W antbiobc, anttungal, or Li=-threatening consequences; |Death
Indicabed anibioic, antfungal, andviral) antiviral inferventon indicaied; | ungent iniervenSion indicated
radologic, =ndosoopic, or
operative inkeraention indicated
Defniion: A disomrder charsdertzed by an infectious process Involdng & stoma (surgically created opening on the surtsce of the bodyl.
Tooih infecion - Localieed; local intensention P antbiobc, antfungal, or LB=—threabening conssquences; | Death
ndicated =g, topicsl antibéobic, | antiviral iIntervention ndicsed; | ungent InenenSon nodcated
Frifungal, or anthiral) radoiogic or pperative
miznvention indicaied
De=fnEon: A dsonder characierized by an infectious proo=ss iInvokding a footh.
Traceitis - Moderaie symploms; o I antbiotc, antSungal, or Lie~threatening conssquences; |Death
nterdention indicated ieg., antiviral infervention indicated; | urgent intenention ndicated
anibioic, antfungal, andviral) radologic, =ndosoopic, or
operive Inbervenbion indicaked
Defniion: A disomder charscietzed by an infectious process involing e rachea.
Upper respiratony imfection - Moderaie symploms; o P antibéotc, antSungal, or Li=-threatening consequences; |Death
intereention indicabed (=g, antiviral inferventon indicaied; | ungent iniervenSion indicated
aniibiotc, antfungal, anfviral) | mdologic, endosoopic, or
operative Inkeraenton indicated
De=finEon: A dsonder characierized by an infectious proosss involding e upper respimiony ect incse, paranasal sinuses, pharyny, lanmy, or tachealk
Urethral infection - Localieed; local infensention P antbiobc, antfSungal, or LE=—threabening consegquences; |Death
ndicated = g, topical antbiobc, | antiviral Intervention ndicated; | ungent InEnenion Rdcabed
anifungal, or anthdral) radioiogic, Endosoopic, or
operafive Inkeraention indicated
DefnEon: A dsonder characierized by an infectious proo=ss invokding fe orefra.
Urinary trct infection - Localizsd; local intensention I antbiotc, anthungal, or Le=threatening conssquences; |Death
ndicated eg., topical antibéobic, | antiviral Intervention ndicated; | urgent imenention ndicated
anifungal, or anthdral) radoiogic or pperative
mienention indicaied
DeAniion: A disonder charscierzed by an infectious proosss inwoking e orinary tract, most commaonly the biadder and e e,
LEerine imfecion - Moderaie sympioms; o P antbiobc, antfSungal, or LE=—threabening consegquences; |Death
intereention indicabed (=g, antiviral inferventon indicaied; | ungent iniervenSion indicated
sniibiotc, antfungal, antviral) | mdoiogic or opertve
Iriz=nyention indicaied
Defniion: A disomder charsdetzed by an infectious process involding e endometium. | may extend o e myometium and parametrial ssues
‘Wagiral Infection - Localieed; local intensention P antbiobc, antfungal, or LB=—threabening conssquences; | Death
ndicated = g, tiopical antbiobic, | antiviral iIntervention ndicated; | ungent InEnenion Rdcated
anifungal, or anthdral) radoiogic or pperative
mienvention indicaied
Definiion: A disonder chamscertzed by an infectious process imvoling e wgina
Wuhral infection Locaileed, local nbersention Orall Imierveniion indicated (=.g., | i antbiobc, anttungal, or Le=threatening conssquences; |Death
Irdcated srfibiotc, antfungal, anfiviral) | antviral Intervention indicsted; | urgent ImEnenton Rdicated
radolngic or operaive
mienEntion indicated
Defniion: A disomder charsdetzed by an Infectious process involing e vuha.
‘hiound Infection - Lecalized; local intensention P antibéotc, antSungal, or Li=-threatening consequences; |Death
indicabed = g, fopical antblobic, | anthviral Infervention indicaied; | ungent imieneeniion indicated
aritfungal, or anthiral radoiogic or ppematve
mienEntion indicated
Defniion: A disomder charscertzed by an infectious process imvolhing e wound
mfections and infesiations - Asympiomaiic or mid Moderaie; minimal, local or Bevere or medically signficant | LB=—threabening conseguences; | Death

Other, speciy

symploms; cinical or diagrostic
oharvanons onfy; InkEretion
not imdicated

noninyas e imEnendon
indicated; lmiting age-
appronriaie instumenial ADL

but not Immedabely [fe-
threatening; hospitalzation or
profongabion of existing
hospEairation indicabed;
disabiing; lImiting seif cans ADL

urgent intersention Rdicated
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Grade

Advecs Event

Ankie frachure:

kiid; nom-surgical infervenbion

Umikting insirumenial ADL;

Incdicated

Defnion: & finding of damage io e ankie joint chamcterted by &

afecied leg and fool.

LimEng == care ADL; elective

oparative Rtarvandon rdcated
break in the continuiy of the anik)

surgery Indicated

& bome_ Symploms Include manksd dscomfont, saeling and dMoulty moving the

Anriic Injury - - Emvers symploms; Imitng seff | L Me-threatening conssquences; | Death
care ADL; disabling; nepair or Evidenoe of end ongan damage;
revision Indicated urgent opemve Interemtion

Imdicated
Defniion: A finding of damage io e aoka
Aterial Injury Asympiomatic dagnostic Sympiomatic (e.g., Severe symploms; Imiting self | LMe-threabening consequences; |Death
finding; Infervendon not daudication); repair or revision | care ADL; disabling; repair or evidence of emd ongan darmage;
Imdicated nct indicated revision Indicated urgent opemve Interemtion
Imsdicatiesd
De=AnEon: A finding of darmage fo an arbery.
Ellary anastomotic l=ak Asympiomatic dagnostc Sympiomatic; medica Emvers symploms; mdologic, | LMe-threatening conssquences; | Death
prservaiions only; iInlEvention | inkervention indicabed endosoopic or eective opemathee | urpent operafve Inbereention
not Indicated miervention indicaied Inclicafed
Deniion: A finding of ieakage of bile dus to breakdown of a bilary anasiomosis (surgical connecion of bwe separate anatomic sruchnes)
Bladder anasiomobc l=ak Asympiomatic diagnostic Eympilomatic; medica Bevere sympioms; radologic, LE=—threabening conseguences; |Death
prservaiions only; iInlEvention | inkervention indicabed endosoopic or eective opemathee | urpent operafve Inbereention
nat Imclicated mie=nvention indicated Imdicated

Defniion: A finding of eakage of urine due to breakoown of a bisdder anastomosls (surgical connecion of teo separaie anaiomic sachunes)

Bralsing Locaied or ina dependent Generired - - -

are=a

Defniion: A finding of injury of e soft issues or bone chamciertzed by leakage of biood Into sumcanding Essues.

Bum: Minimal sympéomes; niervenSon | Medcal intervenBSon; minimal Moderade fo major debridement | LBe—threabening conseguences | Death

noit Imallicatesy

debridemant indicxied

oF recons nuction Indicaked

Defniion: A finding of mpaired ing=grity io the anatomic she of an dverse themal reaction. Bums can be caused by expotsare fo chemicals, drect heat, sleciricity, flames and
radabon. The exient of damage depends: on the lengih and imiensity of exposure and §me untl provision of Festment.

Dermatiis mdaton

De=fnEon: A finding of culaneous

Faint srythesa or dry
desquamation

nflammaiory reachon ocouming &

Moderate io sk sy
patchy meist desgquamation
msty confined by skin foids
A CreasEs; oA edeTe

= & result of =exposure o biclogica

Moist desquamation In areas
other than skin foids and
oeases; bleeding Induced by
minor traws or abrasion

LHe=threabening CoNSSquUeRces.
skin recrosts or wioeration of ful
thickress dermils; sponiareous
biessding from Involved ske; skin
graft indicaied

Ity effecive evels of lonbdng mdiaSon.

De=ath

Esophiapeal anastomobic mak

Asympiomatic dagnostc
olreryalions ony; IntEnemtion
not Indicated

Defnion: & finding of leakage dus to breakdown of an esophagenl

Symplomatic; medica
nteriention indicabed

Emvers symploms; mdologic,
endosoopic or sective opemate
miervention indicaied

anastomosls (surgical conmection of two separabe anatomic sruch

Lra-threabening consaguancss;

urgent opemve Interemtion
Inclicafed

<l

De=ath

Mliror Wit mo resultant injunies;
Infervenion not indicated

Sympiomatic; noninvashe
nbervention indicated

Defnion: & finding of sudden movement downward, usually nesuEng IR njury.

Heaplaltzation indicabed

Falopisn tube anastomolc lzak

Asympiomatic; dinical or
dizgrosic pbservalions oniy;
Imteryveniion not indicated

Sympiomatic; medica
intersention indicabed

Severe symploms; radiologic,
endosoopic or eective opemthe
mervention indicated

Lit=-threatening ConSequUencEs:
urgent opemafve Inbereention
Imdicated

D=finion: A finding of =akage due o breakdown of 3 faliopian tubs snasiomosis (surgical conneciion of T separsle snatomic snuchures ),

Faloplan hube perioration Asympiomatic diagnostic Eympiomatic and inkervention Bevere symploms; eleciwe LEe—threabening conseguences; |Death
oirervatons only; InEnention | not indicated operaive interventon indicated | unpent opemtve Inberestion
it il cated Imdicated &g, OfgAN resecion
DefinEon: A finding of rupture of the Tallopian Bube waill.
Sradure Asympiomatic; dinicsl or Sympiomatic but non-displaced; | 2evere symploms; dspiaced or | LE=-threatening conssquences; | Death

diagmostic phservaions oniy;
Inferveniion not indlcated

Immobd zason Irdcated

open wound with bone
exposure; dsabling; operathe
mie=nvention indicated

D=finion: A finding of fraumatic Injury 1o the bane In which e continuity o the bone Is broken.

urgent im=nantion ralcated
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Grade
Advecs Event 1 2 2 4 B
Gasiric anasiomobc leak Azympiomaic diagnostic Sympiomatic; medical Bevere sympioms; redologic, Le—threabening conssguences; | Death
obrservalions oniy; Inervention | inkereention indicaked endosoopic or sective opemtve | ungent operative Inhersention
not imdicated mi=nsention indicaisd Imdlicated
Definiion: A finding of ieakage due o breakdown of 2 gasric anastomosts (Sunpical conmection of two separate: anatomic stcres).
‘Gasirointestinal anastomobic Asymplomatic dagnostic Sympiomatic; medica Severe sympioms; mdologic, | LMe-threatening consequencoes; | Death
=ak obrservaions oniy; InkErvention | inkereenton indicaked endosoopic oF sectve opemtve | ungent operatve [nherasntion
not imdicated mi=nsention indicaisd Imdlicated
Defniion: A& frding of ieakage dus o breakdown of 2 gasronb=stnal anasiomosls (Sungical conmection of baeo sepamabe anatomic sructres).
Gasfrointestnal stora neooss | - Euperficial necrosis SEvere symploms. Lie-threatening conssquences; | Death
nterention not ndicated rospialirabon or skecte urgent intereenton Rdcabed
operatve Inberaention Indicated
Defniion: A fnding of & Recroiic pro0ess oCOuTing iR the gastonbsstn ract storrs
Hip fracture - Halrine fractre; mid pain Severe pain; Fospiairaton or | | LMe-threatening conssquenoss; | -
ImEng irstumental ADL; ror- | Imtereention indicaied for pain | symploms sssocisted with
surgical intervention Rdcaled | ool (egL, taction]; operatve | newrovasculbsr ompromiss
imiznsention indicaisd
Definiion: A finding of fraumatic Injury 1o the hip in which the confinuly of eifer the femoral Fead, femonl neck, intsrtochanteric or subtrochanieric regions IS broken
miury to carcdd artery - - Severe sympioms; Bmiting seff | LMe-threatening consequences; | Death
care ADL (=g, trarsient urgent imtensenson mdicated
cerebral Bchemia) repairor
revision indicated
Definiion: A finding of damasge fo the camtd ariery,
mijury 1o inferior vena cxa - - - Lite-threatening consequences; | Death
urgent iniensendon inedcated
Definion: A finding of darmape o B Inferdor vena cava
mjury 1o Jugular vwein - - Symplomaiic limiting seff care | LMe-threatening consequences; | Death
ADL; disablimg repair or urgent iniensendon inedcated
revision indicated
Definion: A finding of darmape fo B Jugular vein.
rjury io superor v=na o Azympiomaic diagnostic Symplomatic; repair or revision | Bevere sympioms; Beiting seff | Lfe—threabening conseguences; |Death
finding; Infervenidon not nok Indicabed care ADL; disabling; repair or evidenoe of end ongan damespe;
Indicated revision Indicated urgent operative Inhereention
Indlicated
Definiion: A fnding of damage bo S SUDESTION VEna Cava
riestnal stoma leak Asymplomatic dagnostic Sympiomatic; medica Severe sympioms; mdologic, | LMe-threatening consequencoes; | Death
obrservaions oniy; InkErvention | inkereenton indicaked endosoopic oF sectve opemtve | ungent operatve [nherasntion
not imdicated mi=nsention indicaisd Imdlicated
Defniion: A fnding of iakage of contents from an intestinal shoma (sungicaily creabed opening on the: surfaces of S body ).
riestral shorma obstucion - Eaif-imited; Rbsrvention not Severe symploms; IV fuids, Lie-threatening conssquences; | Death
ndicated fbe feeding, or TPN Indicated | ungent operative Inbersention
w2 L mieciive operathe Incdcated
mensention indicaied
Definfion: A finding of hiockage of the nomal fiow of B comtents of the inteshnal Sioms
riestral shora she bieeding Mirimai bieeding Identied on | Modersie biseding; medical Severe bisedng; ransision Lie-threatening conssquences; | Death
dinical sxam; infervention not | Inkereention indicaked mndicated; radioiogic or urgent intereenton Rdcabed
Indicated endosoopic Imensention
indicated
Definiion: A finding of hiood l=skage froen the imtestinal sioma.
rirscperative artedal injury Primary repair of injured Partisl resection of Injured Complete resecion or LMe-threatening conssquences; |Death
organistruchore Indicaied organ/sirucurs indicaked reconstudion of Injured urgent iniensendon inedcated
organ'sinaciure Indicaied;
dzabding
Definion: A finding of damage b0 an arery during a surgical procedure.
mirsoperatie breast injury Primary repair of injured Partial resection of Injured Compiete resedion or Lite-threatening consequences; | Death

organistruchore Indicaied

organ/sirucurs indicaked

reconstudion of Injured
ongan'sinuchure Indicaied;
dizabding

urgent iniensendon inedcated
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Grade
Adverca Event 1 2 | 3 4 B
De=fnion: A finding of darmespe fo fe breast panenchyma during a sarpical procsdune
FiTaoperatie Cardiac Injury - - Frimary repair of Injun=d Lfe-threatening conssquences; | Dexth
organ'stnacture: indicated urgent int=rvention indicated
DefAnEon: A finding of darmage o e heart during a surgical procedure.
niroperatiee ear infury Primary repair of injured Partial resechon of injured Compisie resecion of injuned LEe—threatening consequences; |Death
organisuchre indcabed organ/siruciune indicabed orpansinuchure indicated; ungent infensenion ndcabed
dsabiing (e.g., mpaired
Fearing; Impaired baiance]
DefniSon: & finding of damage io e ear during a sugicl poosdure.
niraoperatiae endocrine injuy | Primary repair of injured Fartial resedhion of injured Compésie rmsecion or LPethreatening conssgquences; | Death
org@nistuckre indcated organ'siruciure indicated remnstcion of njursd urgent interveniion indicated
orpansinuchure indicated;
asskdng
De=fnion: A finding of darmespe fo fe endoaine gland during a sungical procedurs
niroperattse gasiroinbestinal Primary repair of injured Partial resedcion of injured Compéste resecion or LFe=—threatening conseguences; | Death
mjury organisuchre indcabed organ/siruciune indicabed reconstucion of injunsd ungent infensenion ndcabed
organsimaciune indicated;
asskdng
Defnion: A finding of damage io fhe gastointestinal System during & surgicyl procedure.
mrmopesrative head and reck Primary repair of injuned Fartial resedhion of injured Compésie rmsecion or LPethreatening conssgquences; | Death
mpry org@nistuckre indcated organ'siruciure indicated remnstcion of njursd urgent interveniion indicated
orpansinuchure indicated;
asakding
DeAnion: & finding of damage io e head and neck during & surgical procedurs
Firaoperatie hemomags - - Fostioperatie mdicogic Lfe-threatening conssquences; | Dexth
endosooplc, oF operatine ungent infensenion ndcabed
ri=nsention indicaied
DefAnion: & finding of uncontrolked biesding during a surgical procedure.
niracperathe hepaiobilany Primary repair of injured Partial resecton of injured Compiete resection or LMe-threatening conssquences; | Death
Iy organistichere indcaed organ’siruciure indicabed reconsinicion of injunsd ungent inienveniion indicated
organdstnactuns Indicated;
asskdng
Defnion: A finding of damape to fhe hepabic parenchyma andior biliary et during 2 sargical proceduns
niropeerathe musculoskeielal | Primary repalr of injured Partial resechon of injured Compisie resedion or LEe—threatening consequences; |Death
mjury organisuchre indcabed organ/siruciune indicabed reconstucion of injunsd ungent infensenion ndcabed
organssinechure indicaied;
asakding
DeAniion: & finding of damasge io e mustuloskeietsl syshem during a surgiol procedere.
nbrmoperative neuroiogical Primary repair of injuned Fartial resedhion of injured Compésie rmsecion or LPethreatening conssgquences; | Death
Iy organistichere indcaed organ’siruciure indicabed reconsinicion of injunsd ungent inienveniion indicated
organdstnactuns Indicated;
asskdng
Defniton: A finding of damape to e nerfous System during & surgical proceduns
niraoperathe ooular Injury Primary repair of injured Partial resedcion of injured Compéste resecion or LFe=—threatening conseguences; | Death
organisuchre indcabed organ/siruciune indicabed reconstucion of injunsd ungent infensenion ndcabed
organsimaciune indicated;
dsabiing
Defnion: A finding of damape o fhe eye during a surgical procedure.
rirzop=ratise renal Injury Primary repair of injured Partial resection of injured Compisis resection or Lite~threatening conssquences; |Death
org@nistuckre indcated organ'siruciure indicated remnstcion of njursd urgent interveniion indicated
organdsinuciure indicaied;
asakding
DefnEon: A finding of darmage o e kKidney during & sungical procedune.
niroperathe eprocucthoe ct | Primary repair of injured Partial resedcion of injured Compéste resecion or LFe=—threatening conseguences; | Death

njry

organisuchre indcabed

organ/siruciune indicabed

reconstucion of injunsd
organsimaciune indicated;
dsabiing

ungent infensenion ndcabed

40




Injury, poisoning and procedural complications

Srade
Adverca Event 1 2 2 4 B
[Definion: A finding of darmage o e reproduciive organs during a surgical proosduns
miraopesrate respimiory injury | Primary repair of injunsd Fartisl resedion of injured Compisie resecion or L FMe—threaben g consequences; | Death
onganistuckre indcsted organ‘sruciine indicated reconstuction of injured ungent imtervention imdcated
organ'sinachure indicaied;
i ading
Definiion: A finding of damape bo e respimiony system during a surgical procsdure.
mirzcperathe skin Injury Primary repair of injured Fartial resechion of injured Compleis resedion or Li=-threatening conssguences; |Death
onganistuckre indcated organ‘sruciun: indicated reconstruction of injured urgent imtervention imdcated
organsinuchine indicated;
azabding
Definion: A finding of darmoepe fo fe shin during a sungical proceduns.
nirope=rathee splenic Injury - Frimary repair of njared FReserfion or reconstucion of | Lfe-threabening consequences; |Death
organ‘sruciine indicated njured organsrucuee ungent imtervention imdcated
indicaizd; dizabing
Defnion: A finding of darmeadge to e spleen during a surgical procedune
nirzcperative urinary injury Primary repair of Injured Partial resecion of Injured Compiete resecton or Le-threatening consequences; |Death
onganisuckre mdlicabed organ/srucime indiabed reconstrucion of injunsd ungent irienseniion ind cated
organtsinachure indicated;
dsabding
Defnion: A finding of damage to e urinary system during a surgical procedare.
MiTECperathe Ve Injury Primary repair of injured Partial resecion of injured Compiete resechon or LMe-threatening consequences; | Death
onganistuchre indicated organ'srucre indicabed reconstrucion of injunsd ungent infeneniion indcated
organtsinaciure indicated;
dsabding
Cefinion: A finding of darmasge io & vein during a surgical procesdure.
Khiney anashomolic leak Asympiomatic dagnostic Eympiomatic; medica Severe sympioms; radologic, | LSe-threatening consequences; |Death
ohservalions only; Inlerention | inkereention indicated endoscopic or elective opemabve | ungent operafive Inbereention
nart Imcllicated mi=nention indicated Imclicated
Definion: A finding of ieakage of wrine due o breakdown of 2 Hdney arasiomosis (sorgical connedion of teo separais aroefomic siuclunes).
Lang= Intesinal amasiomotic Asympiomaiic dagnostic Sympiomatic; medica Bevere sympioms; rmdologic, LE=—threabening consequences; | Death
=ak ohiservaions oniy; Ink=nvention | intereention indicated endoscopic or sective opsmathe | ungent cperive Inbersemtion
not Inclicated inieryention indicaied Irclicaded
Defnion: A firding of ieakage due o breakdown of an anastomos!s. (SUNgical connechon of bwo separate anatomic structures) in the: large: Inbestne
Fancreatic anastomobic leak Asympiomatic dagnostc Eympiomatic; medica Severe sympioms; radologic, | LSe-threatening consequences; |Death
oboarvaions only; InkEemvention | inkereenton indicated endoscopic of sective operabtve | unpent operafive Inbereention
not iredicaied mi=rvention indicat=d Imdicaied
Cefinion: A finding of eakage dus o breakdown of a pancreatic anasiormiosls. (surgical conmestiion of o separabe anabomic sructores].
Fhargnpeal amasiomotic leak Asympiomaiic dagnostic Sympiomatic; medica Bevere sympioms; rmdologic, LE=—threabening consequences; | Death
obrservalons oniy; iInknvention | intereenton indicabed endoscopic or eective opsmathe | ungent operve Inbersetion
nart Imcllicated mi=nention indicated Imclicated
Definion: & firding of ieakape due fo breakdown of a pharmgeal anasiomaosts {sangical connecion of teo separate snatomic Smachres ).
Fostoperathe hemomage Minimal bieeding identfed on | Modersie biseding; mdiciogic, | Tanstusion indicted of ==2 Le-threatening consequences; |Death
dinical sxam; Infereenbon mod emdoscopic, of opemabve unfis | 10 cofig for pediatrics) ungent irienseniion ind cated
Inecdicated niersention iIndicated PRECS beyond protocol
specification; urpent adiclogic,
endoscopic, o operathe
mi=nention indicated
Defnion: & firding of Meeding ocruming afier a surgical procedure.
Fostoperathe thomcc - Extubiyted within 24 - T2 hrs Extubated =72 ez L=—threabening sy Death
procedur= complcafon pos loperatvely posiopematvely, but befors mpromises; wgent nfervenidon
racheostomy indcated Incdlicated (.., trachebomy or
Irfubetion |
Definiion: & firding of a previousy undocumemied probiem St oonars afer a Somoc procedure
Frolapss of Ini=sinal sloma Asympiomatic; redudbis Reoament afi=r manual Beyere symploms; sleciwe Li=-threatening conssguences; |Death

reduciion; ocal irEation or Sioo
=akage; dfMculty ot
appdlance; limiting Insrumentsl

ADL

operatyve Interienton iIndicated;
miting seff cans ADL

urgent operadve Inbersention
Indicated
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Injury, poisoning and procedural complications

Frade
Adveres Event 1 2 | = 4 B
Defniion: A finding of protrusion of the imteshinal sioma [surgically rested opening on the surtsce of the body) above the abdominal serfsce.
Frolapse of urostomy Asympiomatic; dinical or Local are or mainbenance; Drystanchional sioma; siecive Lfe—threatening conssquences; | Death
diagrcstic phservalions only; minor revision dicated opemive Intervention or majpr | ungent imervention Rdicated
Intervenion not indicasted stomal revision inslicatesd
Defnion: A finding of dsplacement of e arostomy.
Radiation recall reaction Fairt enythema or dry Mcderate o brisk enydema Mdoist desquamation In areas Lie-threatening conssquences; | Death
(dermaiologic] desquamation peaichy modst desguamation other Sam skin folds and skin mecnosts o woeration of ful
meestly confined to skin folds oreases; biseding Induced by thickmess dermis; sponianecus
and creases; moderate sdema | minor trauma or abrasion bi=eding from involved ske; skin
grat indicat=d
DefinEon: A finding of acute skin imfflammaiory readion caused by drugs, especlally chemothempeutic agents, for weels or months fSollowing mdotherapy. The infammatory reaction
i confined &0 the: previously imediated skin and e symptomes disappear after e removal of e pharmaceutioal agent
Rectal anasiomotic bk Asympiomatic diagnostic Sympiomatic; medica Bevere sympioms; radiologic, | LM=-threatening conseguences; |Death
obzervafions onfy; intervention | inkerrention indicabed =ndoscopic or sective opeative | unpent opeadve Inbereention
not iedicatsd mizneention indicaizd Iredicated
Deiniion: A finding of eakage dus o breakdown of a recial anesiomoss (surgical connecion of teo s=parale anaiomic strochunes ),
Bermro Acympiomalic; dinical or Eympiomatic; simple aspiration | Bympiomaic, sedive adiclogic | - -
diagniostic phservalions only; ndicated or operative Intervendon
Inberveniion not indicabed indicaied
Defniion: A finding of tumor-ke collschon of senam in the tesees.
Bmal intestinal anasiomotic Asympiomatic diagnostic Sympiomatic; medica Bevere sympioms; radiologic, | LM=-threatening consequences; | Death
imak oirservaiions only; Inkervention | inkereention indicated endoscopic or sective operative | ungent operafive Intervention
not imedilicaesd riznvention indicaizd [ =l
Defniion: A finding of eakage dus o breakdown of an anasiomicsls (sungical conmechon of two separate: anatomic stuctares) In the small bowe
Spermmatic cond anasiomotic Asympiomatic dagnostic Sympiomatic; medica Bevere symploms; radiologc, | Lfe-threatening conseguences; |Death
i=ak pbzervations onfy; InkErvention | intersention indicated endoscopic or sective opemtve | ungent cpemaiive IntEreention
not Imclicaied mi=nvention indicai=d Imdlicabed
Definlon: A finding of ieakape dus o brealdown of a spermatic cord anasiomosks. (swgical connection of bvo separabe anaiomic siruchres)
Bpinal fraschare Mid back pain; ronprescription. | Moderate hack pain; Bevere back pain Lfe—threatening conssquences; | Death
analpesics indicated prescripbon anaigesics Fospializaton or Int=rvention symptoms Sssociated with
indicabed; limiting nsrumental indicaied for pain control =g, | neuoyasculsr compromise
ADL werebropdasty L limiting saif cans
ADL; dizabiity
Defniion: A finding of fraumatic injury io the spine Inowhich B comtineity of & verebal bone 5 broken.
Stenosis of gastroimtesinal - Sympiomatic; IV Sulds indicated | Seversiy akered Gl function; Lie—threatening conssquences; | Death

sHoma

Definion: A finding of narmowing

=24 hrs; marassl diabon
bedside

fube fezding, TP or
FospRalizaton Indicated;
elerfive operatve inferventon
ndicated

of the gasiinbesinal stoma (sungically created opening on the: surface of e body ).

urgent operafve Inberention
IFclicated

Stomal wiozr

Asympiomalic; dinical or
diagniostic phservalions only;
IntervenSon not indicasted

Eympiomatic; medica
nteraenbon indicaked

Bevere sympioms; slecive
opemive Interiention iIndicated

DefinBon: A disomer charscierred by & crcumscribed, inflammestony amd necrotc ercalve lzsion on the jejunal muoosal surtsce ciose §

astoeniEnsiony prooeduns

O B anasinmasis she Slloeing &

Tracheal hemorhags Minimal biesding ideniifed on Mcderaiz bissding; medica Bevere bis=ding; transfusion Li=-threalening conssquerces; | Death
dinical or dagnostc &xam; nizrsenton indicated indicated; adioiogic o urgent intervention mdicated
Inbervenfion not indicaisd =ndoscopic nenention
ndicated
Deiniion: A firding of beeding from the adwea
Tracheasl obsfrucion Farlial asymplomatbic Eympiomatic {e.g., nolsy aineay | Blridor; radologic or endoscopic | Lfs-threabening ainaay Di=ath

obrsfruciion on Examination
(=@, visual, rdisogic or
ENCRECORC)

Definion: A finding of bockage of the kumen of the chea.

breathing], no respiratony
distress; medical inkersenton
ndicated (2., siemids]; ImEng
nstrumental AL

mizneention indicated (e.0.,
sient, laser) Imiting seff care
ADL

comprnmise; ugent infervengon
IFclicatesd (.., tracheoiory or
Iriuaton |
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Srade
Adverca Event 1 2 2 4 B
Trachecsiomy ske bieeding Minimal bieeding identfed on | Modersie bieeding; medcal Severe biseding; transtusion Lte-threatening conseguences; |Death
dinical exam; infervenbon not | Inkervention indicated ndicated; mdioiogic or urgent imeneniion ndcated
Indicabed endoscopic InfEnsetion
mdicated
Definiion: A finding of Hood isskage from the racheosiomy site.
Ureteric anastomotic eak Asymplomatic diagnostic Symptomatic; medica Severe symploms; radologic, | Lfe-threatening conssquences; | Death
oirservaiions only; Inkrvention | nkersention indicated endoscopic o siectie opeatve | ungent opeatve Inberention
nart Imsllicated Irimreemtion Indicaizd Imclicafed
Definiion: A frding of eakage due o breakdown of a unsferal anasiomesis (sunpical connection of two separate anstomic stuctures).
Ursthral anasomotic st Asymplomatic dagnostic Symplomatic; medica Severe symploms; radologic, | LSe-threatening conssquences; | Death
oirservalions only; InkEnvention | inkersention indicated endoscopic or siective opemtve | ungent operave InbErention
nart Imsllicated Irimreemtion Indicaizd Imclicafed
DeAniion: A frding of ieakage dus o breakdown of a unsral anasiomosis (sunpical connechion of e sEparate ansomic stuctunes).
Urmrstory e Asymplomatic dagnostic Symplomatic; medica Severe symploms; radologic, | LSe-threatening conssquences; | Death
ohiservalions only; InkErvention | intersention indicated endoscopic o sective opemtve | ungent operative InbEreention
nat Indicatsd Erimreemtion Indicaisd Indicated
DeAniion: A frding of ieakage of contemis from a urosiomy.
Urnsfory obstruction Asympiomaiic diagnostic Eymplomatic; diation or Altered organ fundion (=g LEe—threatening conssquences; | Death
phiservalions only; InkEnsention | endosoopic repair or stent SEpSis of hydronephrosis, or organ fallure; urgent operathe
not Indicated piacement Indicated reral dyshunction; siedive Inbervenion indcated
operafve interrenbion indicabed
Definiion: A firding of Hockage of the: urostomy.
Urnsicey siie biseding Minimal bieeding identifed on | Moderate bieeding; medical Severe biseding; transiusion Lfe-threatening conseguences; | Death
dinical sxam; interventon pot | inkereention indicated ndicated; mdioiogic or ungent imt=rvenon mdcabed
Imcdlicabed endoscopic Infensention
mdicaled
DeAniion: A frding of hieeding from the umsiory sie.
Urpshory shenosis - Eymplomatic but no Bymplormalic (=g., Lf=—threatening conssquences; | Death
hydronespirosis, no SEpsis or no | hydronephests, or renal urgent operaive Interention
renal dysSurction; diston or dysfunction]; sectve opeatve | indicsbed
EriCs Copic nepair o stent Imi=neention indicated
piacement indicabed
Deiniion: A frding of namowing of the apening of a urcsionmy.
Uterime anasinmolic eak Asymplomatic dagnostic Symplomatic; medica Severe symploms; radologic, | LSe-threatening conssquences; | Death
pbservaiions onfy; InkEnvention | inkereenton iIndicaked endoscopic or sective opembve | unpent operafve Inbervention
nart Imsllicated Irimreemtion Indicaizd Imclicafed
Deniion: A frding of ieakage dus o breakdown of a uterine anasiomosis. (sugiol conrection of bwo sepamake anatomic SFrucares)
Uberime perforation Asymplomatic dagnostic Symplomatic and nierventon | 2evers symploms; siscive LMe-threatening conssquences; | Death
pbservaiions onfy; InkErvention | noi Indicabed operafve Interrention indicated | unpent imienvenon indcated
et Irsdicated
Deiniion: A disorder characherized by & ruphore in the e waeil.
‘Vagimal anasiormofic leak Asympiomaiic diagnostic Eympiomatic; medical Bevere sympioms; mdologic, LE=—threabening conseguences; |Death
ohiservalions only; InkErvention | intersention indicated endoscopic o sective opemtve | ungent operative InbEreention
et Irsdicated miEnsemtion indicated Imdicated
DednEon: A finding of keakage dus fo breakdown of a vaginal anasiomesis (surgical connecion of bwvo separaie anaiomic sinschures)
‘Was defere=ns anasiomolc k=ak | Asympiomatic diagnostic Eympiomatic; medical Bevere sympioms; mdologic, LE=—threabening conseguences; |Death
oirservaiions only; Inkrvention | nkersention indicated endoscopic o siectie opeatve | ungent opeatve Inberention
et Irsdicated miEnsemtion indicated Imdicated
DefnBon: A finding of ieakape dus fo breakdown of a vas deferens anasiomosis (surgical conmection of bwo sepamabe analomic siruchares)
‘Vascular access complcaSion - Cievio= disiodgement, biockage, | Deep vein or andac Emibolic event inchading Ci=ath

ieak, or malposBon; device
repiacement indicabed

Defnion: & finding of 3 previcusly uRdocumented probles Felated i e vasculsr acosss sie.

thrombosls; Intensenton
indicaizd ie.g., anticoaguiafon,

hysis, fiker, invashee proceduns]

pulmonary embolism or He-
threabening SBrombus
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Injury, poisoning and procedural complications

arade
Adwercs Event 1 2 3 4 B
VEnous Infary Asymplomatic dagnostic Eympiomatic (e.g., Bevere symploms; Bmitng seff | Lf=—threatening consequences; |Death
finding; Intervenidon not caudication]; repair or nevision | cane ADL; nepair or revision evidenos of end ongan damage;
Indicated noi indicabed indicaird; disablng unpent operafve Intereention
Iredicafed
DefniSon: A Tnding of darmeage i & vein
‘ifound complicabion Incisional separafion of <=25% | ncisional sepamabon =25% of Hemila without evidence of Hemia with evidence of Dieath
of wound, no desper than wound; local care indcated strangulaton; fascla srangulation; major
superficial fascla disruptionidehisoencs; pimary onsiruchion fap, grating,
W Cicsure of revision by reseciion, o amputation
operafive iIntervention indicated | indlicaied
Definion: A finding of developmend of & new probiem at the sibe of an exisfing wound.
‘iound dehisoence Incisional sepamiion of <=25% | ncisional separation =25% of | Fascial disnuption or dehiscence | Lfe-threatening consequences; |De=ath
of wound, no desper than wound wis local care; without eviscerafion; primary sympinmatic hemia wil
superficial fascla asympicraic bemi or W Cicesure of FEvision by evidence of siranguiation;
sympiomafic hemis without operafve Interiention Indicabed | fascisl disrupfion with
evidence of strangulation evisoeration; major
reconsiruction fap, grafing,
resecfon, or ampuiston
Iralicated
Defnion: A finding of separation of the approdmated margins of a surgical wound.
TSt e MBd; no-surgical intervenbon | Limiting instrumental ADL; LimEng s=f care ADL; siectve | - -
Il caed operathe nferverdon ndosbed | sugery ind cated
DefiniSon: & finding of fraumatic injury 1o the wrist joint In which the confinuity of a wrist bone |5 broken
miury, polsoning and procedural | Asymplomatic or mid Mcderate; minimal, local or Bevere or medimally signficant | LMs-threatening consequences; | Death

ocomplcafions - Ofwer, specly

symploms; cinial or diagrecsbc
ohservalions only; InEEnsemtion
not Imdicated

norinyvashve intersendon
ndicated; limiting age-
appropriaie instrumenial ADL

but not Immedabefy [T
threatening; hospitalzation or
prolongation of existing
FospEsliEaton indcabed;
disablireg; limiting seif care ADL

ungent intensenion ind cabed
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Investigations

Advercs Event

Actvaied partisl threemboplastin
ome prolonged

=ULN - 1.5 x ULN

*1.5-2.5xULN

Deinion: An abrormal labomabory best resuit Inowhich the pariiasl trombopiastin tme s found o be g
may scowr in 3 vanesty of desases and disorders, bofh primary and

parial thromibopizstin ime (PTT)

=25 ¥ ULN; hemamhags

reaber Fean e control valus. Az a
reiai=d io tneatment.

possbie Rdcator of coaguiopatiy, a proionged

Alanine amimoTansterase
ncreased

Deinion: A finding based on laboraiory test resulls that Rdicais an iInoeass Inthe level of alanine aminotansirass (ALT or 3

=ULN - 3.0 x ULN

=30 -50EULN

=S 0-200x ULN

GET
.

=20.0 ¥ ULN

1 I ez bipod SpeCimen

Alkaliee phosphatxse Incressed | =ULN - 2.5 x ULN *2.5-S0EULN =S 0-200x ULN =20.0 ¥ ULN -
DefinBon: A finding bazed on isborainn te=st resulls that indicate an inoresse inthe kvl of allaline phosphatsse in 3 bl specimen.
Aspariaie aminoarsierse LN - 3.0 x ULN =30-50xULN *E0-200xULN =200 ¥ ULN -

increased

DefinBon: A finding bazed on isborainn te=st resuls. that sdicaie an inoesse inthe vl of sspanake

amimoiransferase (43T or 2G0T

} In & biond specimen.

Blocd anfidiaretic homaone
abnoma

Azympiomatic; dinical or
diagrastic ohservaions only:;
Int=rvenSon not indicated

Sympiomatic; medica
nteriention indicabed

Hospialtzation indicabed

DefinBon: A finding based on Isborainn test resuls. that sdicaie sbacrmal leveis of sndoretic hormaone i e Biood Spacimien

Biocd bilinukin Increxsed

|=—L.Lh-1.5rl.._h

|=-1.5-3.I: xULH

>3 0-100x UL

=10.0 x ULN

DefinSon: & finding based on laboraion iest resulls: that iRdicaie an abnormaly Bigh levwe] of blinabin im $e biood. Excess bllirubin |s assockaied with jaundice.

Blocd coricoirophin decreassd

Azympiomatic; dinical or
dizggrecestic observaiions onby;
Int=rvenSon not indicated

Sympiomatic; medica
nt=reention iIndicated

Hospialtzation indicabed

DefinBon: A finding based on laboraion fest resulls that mdicaie an decresse Inlevels of cofSoofrophin in a biood specimen.

Blocd gorasdoirophin abnorrmal

Azympiomatic; dinical or
dizggrecestic observaiions onby;
Int=rvenSon not indicated

Sympiomatic; medica
nb=riention indicated; Imiting
nstrumental ADL

ey symploms;
care ADL

it seff

DefinBon: A finding based on laboraion fest resulls: that idicate abmormal levels of porsadolnopdin hormone: in a blood speecimen

Blocd prokecin abrormal

DefinBon: A finding based on laboraion iest resulls: that indicate abmormal levels of prokactn Bormon

Azympiomatic; dinical or
diagrastic observaions only:
Int=rvenSon not indicated

Moderate sympioms; limiting
nstrumental ADL

= In & blocad specimen.

Carbon moncaide difusing
capacity decreased

3~ 5 uniis below LLN; for folkow-
up, a decrease of 3 - 5 units
(mimindmm Hig) beiow the
basaiime wakse

& - 8 unks beicw LM for folos-
Up, 3R asymplomalic daoease
of =5 - B unis, (mémirdmem Hg)
beiow the bassine values

Asymplomatic degreaze of =5
units drop; =5 units drop aiong
with the presence of pulmonany
Symploms (e.g. , =Gade 2
Fypoxia or >Smade 2 or higher
dysprea)

Deinion: A finding based on lung fSanclion best nesuls that indoais 3 decreas: In the lang capacity o absork carbon monoxide.

Cardis: troponin | Increased

Leweds above the upper Imitof
noemnal and below the: level of
myccandial infanchon as defimed
by Be= maanufacturer

DefinBon: A lshorstory fest resull wiich Indicakes iIncreased levels

of cardiac fropanin | in 3 bickogics

Leweis consistent with
rrpocardal infarcton as defined
by the mamfschmner

spedmen.

Cardisc troponin T increased

Leweis aborwe the upper limitof
noemnal and below the: level of
mycscandial infanchon as defimed
by e manufacturer

DefinBon: A lshorstory fest resull wiich Indicakes iIncreased levels

Levels coresistent with
rrpocardal infarcton as defined
by the mamfachiner

of cardiac froponin Tn 3 bioiogloal specimen

O lymphocyiss decreased

<L L N - SO0, <lIN-05x
i0e3 0L

<500 - IMmm3; <0 5-0.2 x
=5 L

<200 - Smen3; <0 2 x 0.05 -
10e3iL

DefinBon: A finding based on isborainn test resulls that isdcaie an dascresse 6 evels of CDE ipmphocyies in o3 biood specimen.

<E0imm3; <005 ¥ 10=S L

Cholesherol Figh

*ULN - 300 mghdl; »UILH - 7.7

mmobL

=300 - 400 mgkdL,; =7.75 - 10.34

mmolL

=400 - 500 mpidl; =103 -
12.52 mmolL

DefinBon: A finding bazed on isborainn test resuls that isdicate higher San nomal evels of cholesiemd inoa bl spadmen.

=E00 mgidL; =12.92 mmaoliL

CFH Incresed

=ULN - 2.5 x ULN

*2.5 LM -5 x UL

= x ULN-10x ULN

DefnEon: A finding Dased on sboraion t=st nesulls that iRdicale an Inoease In evels of creatine: phospholinas: in 3 bicod specimen.

=10 ¥ ULN
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Investigations

Adwerce Event

Creatnine Increased

Cefinion: A finding Dased on aboryion t=st nesulls tat indicale ini

=1 - 1.5 ¥ basadire; =ULN - 1.5
¥ULN

>1.5 - 3.0 x basedne; =1.5- 3.0
EULN

Creased levels of cresfinies In 3 b

=30 baseine; >3.0- 6.0 % ULN

iciogical specimen.

=5.0 ¥ ULM -

Ejsction fraction decreassd

Resfing ejection fracion (EF) 50
- 40%; 10 - 19% drop from
bxseline

Defnion: The percentage compued wiven the amount of bisod ajscted during a ventricular contracth

cotraction.

Resting jecion fraction (EF) 39
- 20%; >20% drop from bassiine

on of B Feart s compansd o e

Restng ejection facion (EF) -
=20%:

amount that was presant prior 5o e

Electmocandogam ST comecied
imteryal prodonged

Defnion: A frding of & cardac dysrthymia characherizsd by an al

QTc 450 - £50 s

@Tc 481 - 500 ms

QT = S04 ms on af keast wo
sepambe ECGS

bnomally ong corected OT Rbarval.

@Tc == 501 or =60 ms change | -
from baseline and Torsade de
paointes or polymomphic
veRiric Ly tyChyrandls or
signssympomes of Serius
arrhythmia

Fhrinogen decreased

De=4nion: A fnding based on kaboraiony test results that iRdicate an

<1.0-07Sx LLN or <35%
derrease from baseine

=075~ 0.5x LLM or 25 - <S0%
decrexse from bassine

decrease In levels of Sbrinogen

05-025x LK ors0 - <75%
decrease from basaline

ri & biood specimen.

=N 25y LM or 75% decreass | -
from baseine or absolube vaiue
=0 mgtdL

~oroed eXpiraiory wiume
decreassd

FEV1% (percentages of
obrerved FEWV and WG
reiated 10 their rEspectie
predicied vakses) 53 - T
pradicted

FEV1 50 - 6%

0 - 2%

<m 453% -

Definion: A finding Dased on st results ol ndicabe 3 relative decresse In the fraciion of the foned vital capacity that 1= =ehaled in 3 specic namber of seconds.

GET Inoreased

=ULH - 2.5 x ULN

*25-50x ULN

*50-200x ULN

=20.0x ULN -

Defnion: A firding based on boraion test resulis that indicale kigher Ban nommal evels of the enzyme gamma-glutsmyiranstarsss in the biood spedmen. SET igamma-
glulamyttransiemss | aialyzes e fansier of a gamma glulamyl group: from a gamma glefary pepide io anofher peptide, amino aclds or waier.

S hommone abnomal

Asymplomatic; cinical or
diagnostic chservations only;
Rfrvenion not ndicatsd

Symptomatic; medica
interiention Indicated; Imitng
nstumental ADL

Cefinion: A finding based on aboryion f=st nesuls that indicals sbrormal ievais of growth homaone

Ini & benlogical SpEcimen

Haphiogiobin decreased

<LLH

Defnion: A frding based on aboratony fest esults that Rdicate an decreass in ievels of Fapiogiobin In 3 biood spedmen.

Hemogiobin Increased

Cednion: A finding based on laboraiony fest resulis that indicaie in

Incresse in =0 - 2 gmidl abowve
UL or above bassdine
bazadine |5 sbove ULN

Ircrease n =2 -2 gmidL above
ULHN or abowe beselne T
beeseline |5 sbove ULM

oreassd levels of hemogiobin In a

increase in =4 gmidlL above
UM or above baseine
baseine ks above ULN

biclogical specimen.

MR Increased

=1 = 1.5 ¥ ULM; >4 - 1.5 tmes
above baselne ¥ on
anticoaguiaton

*>15-25xULN;>1.5-25
tmes abowe bassiine if on
anficoaguiation

=25 ¥ ULN; 25 Hmes abowe
baseine I on anbcoagulation

Definion: A finding Dased on aboryion f=st nesulls that ndicals an ingresse in the abo of e pafients prothromicn tee o 3 control sampls in the bk

Lipas increased

|=-L.Lh|-1.5 K ULN

*>1.5-20x ULN

|=-2EI-5.:I:I LK

Defnion: A frding based on aboratony fest nesuls that iRdicate an Increase in the kel of lipase o biological spedmen.

|=-'E.I: ¥ULN

Lymphocyie count decreasesd

=LLN - SO0l <LULN-08x
0e=a L

=800 - S0'mm3; 0.8 -0.5 &
03 AL

=500 - 200/ 05 -02 %
10es L

Cefinion: A finding based on aboraion t=st nesulls that indicals & decneace In namber of [ymphcoyies In s bood specimen

=200/mm3; =0.2 x 1029 /L

Lymphocyis count inreased

|=--':I:I:I."Tl' 3 - 20,0003

|=-21:l D0¥mm3

Defnion: A frding based on tsboratony fest nesuls that iRdicate an abrormal Increase in the pumber of lymphocy=s in the bicod, efusions of bone marmow

Mewirophl count decreased

Cefinion: A finding Dased on aboraion f=st resubs that isdicats &

<LLN - 15003 <N -15x
i0e3 L

=1500 - 1000fmm3; <1 5-1.0x
=3 L

<1000 - 5003, =1 0-05x
10eSiL

dacreace In namber of nesutrnpiills In @ biood specimen.

<E00mm3; <0.5 x 10=5 /L -

Fanoreatic enzymes decreased

<LLH and asymptomatic

Increase Inshool frequency,
ek, O pdor, StEaiontes

Beguelss of absorpbon
deficiEncy

Cefinion: A finding Dased on aboraion test nesubs that indicale an decresse In ievels of pamoneatic enzymmes In & bological sp=acimen
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Investigations

Adverce Event

4

Flateiet oount decreased

<LLN - TS, 0000mm3; <LLN -
TEOx 1051

<75,000 - 50,000'mm3; <750 -
D00 x 0e3 L

=50,000 - 25 0003, <00 -
0w 109 L

Cefinion: A finding based on bomaiory iest resulls that indcaie a decrease In number of plaisi=fs In a blood specimen

=25, 000fmm3; <25.0 x 10e3 L

Bmru amylase Foreaased

|=-L.Lh-1.5 K ULN

|=-1.5 -20x UL

|=-2D-5.:I:l LK

Defnion: A fnding based on sboraiony st resufls that iRdicats an Ingeass in the leeis of amylass in 3 serum spacimen

|=-'E.I! ¥ULN

Urines: oulput dereasesd

|{5 guria (<50 mi s S hrl

CedniEon: A finding based on best reswls St indicabs urine produciion ks less elatiee o previous oufpat

|.'|."IIJ'1£| (=240 mi In 24 hr)

Wial capacity abnomal

5 - TE% of predicied valus

<75 - S0% of predicisd walue;
ImEng Rstumental ADL

S of prediched value;
mriting saif cans ADL

Cednion: A finding based on puimonary funciion best resulls that indicate an abnormal wital capadty (amount of exhaled afer a maximum inhalafon) when companed o the: predicied

A

WRight gain

E - <10 from basaiime

|1III- <201% from baselne

|=-Ir°6 from bassiine

Definion: A finding charschenzed by an increse In owerall body welght for pedatrics, grester than the baceling growhi cunse,

"Weight loss

E o <f0% from baseline;
Inberveniion not ndicated

10 - <21 from baseline;
muriional support iIndicated

=¥ from bassine; fube
feading or TFN Indicated

Defnion: A fnding characherzed by 8 decreass in overall body wasght; for pediairics, less than the bassine growth curve.

Whikz biood ozl decreased

=LLN - 30000 <LLN-30 %
=3 1L

<3000 - 2000/mm3; <3.0-2.0x
0= AL

<2000 - 10003 =2 0- 107
10es L

Cafniion: A frding based on iskoraiony test resubs that indcats an dacresse i number of wiite Blood cels n a3 biood speacimen.

=1000smm3; =10 ¥ 1025 /L

e esigations - Oriher, speciy

Asymplomatic or mid
sympioms; cinical or diagnostc
Oiarvatons only; Inenention
neot Imsdicatesd

Moderate; minimal, local or
noninvashve imensention
ndicated; lmiting age-
spproprate instrumentsl ADL

Severe or medicaily signicant
bt not Immediabety 1T
threatening; hospimizaton or
proiongabion of sxising
FospEalizabon Indicabed;
disabiing; lImiting seif s ADL

Lite-threabening conseguences.
urgent infervendon indicabed
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Metabolism and nutrition disorders

Grade
Adversa Event 1 2 3 4 B

Acidosls pH =normsal, but ==7.3 - pH =732 Lie—threabening conseguences | Death

Definion: A disonder charasciertzed by abnormaly high addity (high hydrogen-on onceniration) of the biood and other body Ssues.

Alcohol niiemnos - Fressnt Severe sympioms; Imitng seff | LMe-threatening conssquences; | Death

care ADL urgent interveniion mdicabed

DeAniion: A disorder charascisrized by an norease in sensitvity o the adverse effects of aicohol, which can Indudes nasal congestion, skin fushes, beart dyshythmias, nausea,

womEng, indgesion and headaches.

Alkaloss pH =nomsal, but <=7.E - pH =TS Lie—threabening conseguences | Death

Definion: A disonder characiertzed by abnormaly high alkalinity {low hiydrogen-on concentmaion ) of the biood and other body tasues.

Anoneyis Lozs of appetie without Cral Imtaice afered st Azencished with signioant LMe-threatening consaquences; |Death
aleration In eating habits signiicant weight loss or wight ioss or malmuirtion (e.g., |urgent im=nendon Rdcated

mainutrton; oral rutibiona madequate oral caloric andsor
supplements indcatsd fuid rtake]; tube teeding or
TP Indicated

Definiion: A disorder characierized by @ i0ss of appetie.

Dedipdrabion Increassd oral fluids indicaied; |1V Sulds indcated <24 brs P flulds or hospitalzation LEe—threabening conseguences; |Death
diy mucous membranes: indicai=d urgent inf=nveniion ndicated
diminished skin turgor

DefinBion: A disomer charscistrad by escessie loss of walsr from the body. B |5 usually cawsed by severe diarhes, vomiting o daphonesis.

Giacooe nierance Asympiomatic; dinical or Eympiomatic; distary Severe sympioms; nsuin Lie-threatening conssquences; |Death
diagriostic phosrvations only, mcdification o oral agent ndicated urgent imfenenson mdicated
Imberveniion not indicabed ndicated

Definiion: A disorder charscierized by an inabiity to properiy menabolze giuoose.

Hyperncaicemia Comeded serum calcham of Comeched s=rum caldum of Cormecied senam calcium of Comeched serum calcham of Cizath
=ILN - 11.5mghdl; =ULN - 2.5 |*=11.5 - 1.5 mghdL; =2.9 - 3.1 =ZS-13Smpidl; =31 -34  |=13.5 mpidl; =34 mmaobl,;
mmoll; lontzed calchem =ULN [meoll; lonked caidum =1.5 - |mmolL; lonized caldum =1.6 - | lonked aidum =1.8 mmoliL;

- 1.5 mmolfL 1.& memodfL; symplomatic 1.8 mmoiL; hospialbaton He-Sreai=ning conseguences
indicaied
Deniion: A disorder charscisrtzed by iabormtony best resuls that indoate an eievation in the concentration of caidum (omTected for albumin] in biood.
Hypergiycemia Fasting gucose value >ULN - |Fasing glacoss walue =150 - =250 - 500 mgidl; >13.9 - 27.8 |>S00 mgidL; >27.8 mmoil; Ife- | Death

Defnion: A disorder characiedzed by laboraiory fesi resuls that indcai= an elevation in the concentra@ion of blood sugar. it s usually

150 mgidL; Fasting glucoss
value =N - 8.3 mmaliL

250 migidl; Fasting glucoss
wvalue =8.9 - 13.9 mmaiL

mmollL; hospitalzason
indicaied

threatening consequances

an indication of diabeies mellius or glucose

imiplerance.
Hyperkalkemia =ULHN - 5.5 mmwdiL >5.5 - B.0nmmaolL =510 - 7.0 mmoliL; =7.0 mmolLl; Fe-threatening Cizath
rospEalirabon indicabked COFESEqUENDES
DefinBion: A disomer charscisrtrad by sbomtony hest resuls that indoat= 3n elievabion inthe conceniration of potassies 0 the biood; assocksted with kdney tallore or someimes Wi
e use of dunstic drugs
Hyperragnesemia =LK - 30 mgidl; =ULW -1.23 |- >30-80mpdl; =123 - 330  |=8.0 mgidl; >3.30 mmoiL; M= |Death
mmolL mmoliL threatening consequences
DeAnfon: A disorder characiedized by laboraiory et nesuls that indoaie an eievation i the concenirafion of magnesium in the blood
Hypemalremia =ULHN - 150 memiclL >150 - 155 mmolL =155 - 160 mmolil; =160 mmolL; Fe-threatening Cizath
rospialization indicated CONSEqUENTES
DefinBion: A disomer charscistrad by sbomtory best resuls that indoat= 3n slevation in the conceniration of sodum In e biood.
Hyperrighycendemiy 150 mgidL - 300 mgidL; 1.71 >300 mghdl - 500 mgdl; >3 .42 | =500 mgidL - 1000 mgidL; =5.7 |>1000 mgidL; =114 mmaiiL; Death
mmollL - 347 mmolil Mol - 5.7 mmoliL mmolL - 11.4 mmolL He-reatening consequenoes
Definion: A disorder characiedzed by laboraiory fest nesulis that indcaés an elevation in the concentraion of trighreride concenirafion In fe biood.
Hypenricemia =ULHN - 10 mg/dL ¢0.55 mmoliL) | - =M - 10 mgidL (0.5 mmoiL] |=10 mgidl; =0.55 mmoiL; [B=- |Death
without phyrsiologic with physkdogic conseguences | treabening conseguences
COMSEQUENIES
DefinBion: A disomer charscistrad by isbomtony hest resuls that indost= 3n slievabion nthe conceniration of unc acid
Hypoakaminemia <LLW-3 gidl; <LLN - 30 giL <3 -2 gidl; <30 - 20 giL. <2 gudl; <20 gL Lis-threatening conssquences; |Death

Definion: A disorder characiedzed by laboraiory fesi nesuls that indcais a low concenirabon of albumin in the biood

urgent Intersention Fdcated
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Metabolism and nutrition disorders

Srade
Advearss Event 1 2 ] 4 1]
HypocaiceTia Comrecied serum caickam of Comected serum calcum of Comecied sensm caicium of Comrecied serum caickam of Death
<LLM~-50mahdl, <LILN-20 <80 ~-7.0mgsdL; <20~ 1.75 =TO-60mgdL; =1.75-15 <6.0 mg#dL; <1.5 mmabl,
mmolL; lontzed caicium <LLM - |mmolil; lonized caldum <i.0- |mmoll; lonized caldum <0.9 - | lonized caidum <0.8 mmodL;
1.0 mmaoiL 0.9 mmodiL; symplomatic 0.B mmolL; hosplaltzbon He-freaizning consegquences
indicaied
Dednion: A disonder characienzed by lsboratory test results that indicate a kow concentration of calcium [comected for albuming in the bisod
Hyrpoglyoemia =LLM - 55 mgidl; <LLM - 3.0 =55 - 40 mgadl; <3.0-2.2 =40 - 30 mghdl; <22 - 1.7 =30 mgHdL; =1.7 mmaoil; M- Death
mmaolL mmoliL mmoliL threatening consequences,
sFIreS
Dednion: A disonder characisrized by lsboratony best results that indcate a low concentratbion of glucose in the biood.
Hypokalemis <LLM- 30 mmolll <LLN - 3.0 mmod'L: <30 - 2.5 mmolil; <25 mmoll; Fe-threatening Death
sympioraiic; Interrention rospEalization indicated COMSEUENTES
ndicated
CefAnion: A disonder characienized by laboratony fesl resuls that indcats @ low concentration of petassium In fe biood.
Hfpomagnesamia <LLM~-12Zmghdl, <LLN-05 <1.2~0.9mgsdL; <0.5-0.4 “09-0.7mapdl; <04 -0.3 <0.7 mg#dL; <0.3 mmaobL; IR Death
mmolL mmoliL mmoliL threatening consequences
Cefnfon: & disonder characienzed by laborafory best results that indcaée a low concentrabon of magresiam in the biood
Hrponatemia <LLM - 130 meolL - =130 - 120 mmioliL <120 mmolL; Fe-threatening Death
oM EQUENTES
Dednion: A disonder characierzed by lsboratory test results that indicate a low concentration of sodium In the bicod
Hyrpophaspratemia =LLM - 2.5 mghdl; <LLN -0.8 «2.5- 2.0 mgsdL; <0.8 - 0.6 =Z0-1.0mgdl; <05-03 =1.0 mg#dL; <0.3 mmaoiL; IR Death
mmaolL mmoliL mmoliL threatening consequences
Dednion: A disonder characierized by laboratory best results that indcate a low concentration of phosphates in the biood
ron cvercad - Moderale symploms; Bevere symploms; inlenvention | LM=-threatening consequences; |Death
Intereenton nof indicated indicai=d urgent interveniion indicated
Defnion: A disonder characienized by accumuiabion of ion in the tissues.
Dbesity - BN 25 - 3.9 kpim2 BMI 30 - 35.59 kg2 Bl ==£] kil -
Ce=Anion: A disonder characienzed by having a high amount of body fak
Tumer lysis syndrome - - Fresent LF=—threatening consequences; |Death
urgent infe=nendon ndcabed
Defnion: A disonder characienzed by metabollc abnormaiifes Fat resul from a spontanecus of therapy-related cytolysis of umor cels.
Membolsm and ruriEon Asympiomatc or mid Moderaie; minimal, local or Bevere or medically signficant | LR=-ihweatening consequences; | Death

disorders - Ofner, spechy

symptoms; cinical or diagrostc
cbservations only; Inknention
nat Inclicated

noninvashve intemnenton
ndicated; limiting age-
approprate nstumental ADL

bt not Immedately fe-
threatening; hospitalzaton or
proiongation of existing
respialization Indicated;
disabling; limiting setl cars ADL

urgent intervansSon iRdcatsd
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Musculoskeletal and connective tissue disorders

Frade
Adwerca Event 1 2 3 4 B
Abdominal sof issue necosis - Local wound cars; medical Oiperative debridement or other | Lfe—threabening consequences; |Death
ntervention Indicabed iz, mvasive Inberveniion indicated | urgent intervendion indicated
dressings or iopical {e.0. Bssue reconsrucion, Tap
medications) or grafting))
DefAiniion: A disomder characierzed by a necrofic process occuiming in e 5oft tissues of the abdominal wall.
Arraigia MBd pain Waderate pan; Imiting Severe pain; Imiting seff can: - -
nstrumental ADL ADL
Definion: A disorder characierzed by a sensation of marked discomiont In a joint.
Aririis KB pain with Inflammation Weoderais pan associated with | Severs pain associated with - -
erythema, or jint sweling signs of Inflammation, signs of Inflammation,
erydhema, o joint sweling; erythema, or joint seeling;
ImEng Instrumental ADL rreversitie joint damage;
disabiing; limiting seff cane ADL
Defdnion: A disorder characierzed by isflammation imvoiving a joint.
Aymscular recsis Asympiomatc; dinical or Eympiomatic; ImiEng Bevere sympioms; Bmiting seff | Le—threatening consegquences; |Death

Dafnson: A disorder charscierzad by necrofic changes In the bone Bosus dus 5o ImtsmupSon of bisod supply. Most often affecing the
d the destruction of the bone stnactuns.

changes result In the collapse an

diaprostic ohservalions only;
Inferveniion not indlcated

instrumenial ADL

care ADL; sective operafive
inteneention indicaied

urgent im=nvenion indcated

Epipkysis of B long bones, the necrobic

Back pain Kild pain Woderate pan; lmiting Severe pair; Imiting seff cans - -
instrumenial ADL ADL

DefinBon: A disorder characierdzed by marked discomfort sensafion In Fe back region.

Bone pain Kild pain Woderate pan; lmiting Severe pair; Iriting seff cans - -
instrumenial ADL ADL

Defdnion: A disorder characierzed by marked discomfort senzafion In & bones.

Bulincx pain Kild pain Woderate pan; lmiting Severe pair; Imiting seff cans - -
instrumenial ADL ADL

Dedniion: A disorder characierzed by marked discomfor sensadon In fe butiocks.

Chestwal pain KB pain Woderaie pan; lmiting Severe pair; Imiting seff cans - -
nstrumental ADL ADL

D=fnfon: A disorder characierzad by marked dscomfort sensaSon In B chast wall reglon

ostosis

De=nion: A disorder characisrzad by non-neoplastc ovargrowt of bone.

Asympiomatic; dinical or
dlagncstic ohservalions only;
Inferveniion not indlcated

Symplomatic; Imiing
nstrumental ADL

Severe sympioms; Imitng seff
care ADL; sective operaive
inteneention indicaied

Flbrosls desp conmactive Hesus

De=nion: A disorder characierzed by fbrofic degeneration of the deep connectie Bssues.

Mid Ircuration, able fo move
skin paralel o plane [siding)
and perpendicular o skin
(pnChing up}

Woderaie induradon, abée o
slide skin, unabile o pinch skin;
ImEng Instrumental ADL

Bevere Induration; unabie o
shde or pinch skin; ImEng joint
or orffce mowement (e.g.
mauth, anus]; ImEng s=if care
ADL

Femeralzed; associated with
signs of sympioms of mpaired
breathing or fesding

D=ath

Flank pain

Defniion: A disorder characizrzed by marked discomforn sensation on the aterl side of the body In

kild pain

Moderai= pain; limiting
nstumental ADL

Bevere pain
ADL

miting seff car

the neglon bedow the ribs and above the hip.

Genemlized muscls weakness

Definiion: A disorder characizrzed by a neduction In e strength o

Symplomatc; weakness
percehed by padent but nok
evident on physical exam

Eympiomatic; weakness evident
on physical exam; weakness
ImEng Instumenial ADL

‘Weakmess limiing s=if care
ADL; disabling

f muscies in multipis anatomic skes.

oWt Suppression

Reducticn in growth wodty by
90 - 2% ldealy measunsd over
the period of & year

Reduction In growth wekochty by
30 - £3% Kdeally measured over
Tz pezriod of @ pearor 0 - £5%
reduction i growth from the
BazEine growss cure

D=fniion: & disorder characisrzad by of stahre o is smaler San normal as axpeced for age.

Rieduction In growsh weiccky of
=500 Ideally measured over
the period of a year
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Musculoskeletal and connective tissue disorders

Srade

Advarss Event

4

Head soft tsswe Recmsis

Defniicn: A disonder characientzed by @ necrofic (Focess occuming

Local wound cans; madoa
nberantion indicated (=g,
dressings of topical
medications)

i ez soft tissues of the head

Operative debidement or othar
Fvashie Rarvantion mdcated
ie.0., Sxsue reconstruction, fap
o grafting)

Lifa-threatening consaquences
urgent intervanSon ndcated

D=ath

«Joiin eSirskon

Asympiomatic; dirical or
diaprostic observafions only;
Interveniion not indicated

Eymplomatic; ImEng
instrumenial ADL

Bevere sympioms; britng seff
care ADL; siective operafve

itmrymntion Indicated; dsabing

De=4niion: A disonder characiertzed by excesshe fiuid In a joint, usually as a result of joint Inflammation.

Joint range of motion decreased

<=255% loss of ROM (mngs of
maotion]; deceased ROM
Imiting athisSc actvity

Dafnson: A disonder charsciertzed by 8 decresse i joint Sexbity

=25 - S0%: decrease In ROM;
ImEng instrumental ADL

of sy joint.

>I0% demease in ROM; limiting
seff cane ADL; disabling

Joint Fange of motion decreased
cenvical spine

KSd restriction of rotabon or
fexion betwesn 60 - 70 degrees

Rotation =<0 degre=s o right or
ieft, <50 degress: of fiexion

D=fnEon: A disorder charscierzed by a decrease in Sexbily of a cenvical spiees joink

AnkylosedTused over mutiple
segments with no C-spine
rotation

Joint Fange of mofion decreased
umbar spine

Stffness; diMculty bending o
the figor 1o pick up 3 wery light
objact but abie i do athistc
actvity

Definon: A disonder charaderzed by a decrease in fexbilty of a

Pain wit range of mofion
[ROM} I lumbar spine; requires
& reaching akd b pick up & very
Ight object from the fioor

umbar spine joink

«<E0% lumbar spine faxion;
associated with symptoms of
ankyiosls or fussd over multiple
segments with no L-spine
fexion (e.0., unable i reach o
floor bo pick up a very light
object)

Asymplomatic; dirical or
diagriostic ohsarvasions only;
Infzrvantion not indicated

Definiion: A disonder characiertzed by an abmormal increase: In the

Moderats accentuation; lmiteg
nstrumantsl ADL

Seypars socEniLAtion: operate
imtmrymntion Indicated; ImEng
EM cEne ADL

cursature of e thorck: portion of the spine.

Asympiomatic; dirical or
diaprostic observafions only;
Inferveniion not indicabed

De=niion: A disonder characiertzed by an abmormal Increass In the

Koderate accentuation; Iimiting
instrumenial ADL

Bevere accentuation; operafive
imiervention iIndicaied; ImEng
seff care ADL

cursature of B lumbar portion of the spine

Muscie weakress left-sided

Symplomalic; pencelved by
patient bt not evident on
physical sxam

D=fnion: A disonder charsctertred by 3 reducion in e strangth o

Symplomatic; svident on
physical sxam; miEng
instrumenial ADL

LimEng seif care ADL; disabing

fthie muscies on the la side of e body.

Muscie weakn2ss lower lImb

Symptomatic; percelved by
patient bt not evident on
physkal xam

D=fnEon: A disorder charascierzed by a reducion i e sirength o

Symplomatic; evident on
physical exam; imiing
nstrumental ACL

f the: koawer Imb muscies.

LimiEng s=if care ADL; disabiing

Muscie weakress right-sided

Symplomatic; pencehed by
patient bt not evident on
physkcal exam

Defnion: A disonder characiertzed by a reducSon In e strength o

Eymplomatic; evident on
physical exam; imiing
nstrumental ADL

LimEng saif care ADL; disabling

f the muscies on the right side of the body.

Muscie weakness frunk

Sy=plomatic; parcehed by
patient bt not evident on
physkcal &xam

Defniion: A disonder characiertzed by & reducion ik e strength o

Eymplomatic; evident on
physical sxam; imiEng
nstrumentsl A0L

f thee tnunk miuscies.

LimEng saif care ADL; disabling

Nusde weakness upper Bmb

Symplomalic; percebred by
patient but not evident on
physkcal =xam

Eympiomatic; evident on
phiysical exam; kmiEng
instrumenial ADL

D=nion: A disonder charsciertrad by & reduction in e strength of e upper imb musciss

UmiEng seif care ADL; dsablng
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Musculoskeletal and connective tissue disorders

Erades
Adverce Event 1 2 3 4 B
Musouiosk setyl deformity Cosmeficaly and functionaliy DeformEy, hypopiasia, or Sigrificant deformity, - -
resignificant hypopask asymmeiry abie io be hypopiasia, or asymmery,
remediated by prosthesls (eg, | onabie o be remediabed by
shoe Inser] or coversd by prosthesis or covensd by
dothing cioiing; disabing
Defnion: A disorder charscierzed by of a maiformation of the mescuoskeistal system.
Ibyaigia kild pain Moderaie pain; limting Bevere pain; Imiting seff care - -
nstrumental ADL ADL
Defnion: A disorder characierzed by marksd discomfiort sensafon orgimating from a musce or group of muscles.
Kyl MEd pain Moderaie pan associatsd with | Fain assoclated wih severs - -
weakness; pain imEng weakness; Imiting s&f care
nstrumental ADL ADL
Defniion: A disorder charscierzed by Infammation imvolving the skeietsl musces.
ek pain MEd pain Moderaie pan; [miting Severs pair; Imitng seff cans - -
nstrumental ADL ADL
Defnion: A disorder characierized by marksd discomford sensafion In e neck area
Meck soft Hssue necrosis - Local wound cane; ol Opemtive debridement or other | Lfe-threatening conssquences; | Death
intereenton indicabed (=iq, mvashe nferveniion indcied | ungent ini=nseniion indcated
dressings. or hopical je.g., Sssue neconstruciion, fiap
medicaions) or grafting|
DefAniion: A disorder charscerzed by A necrofic process oCCETing iR e soft tsoees of the neck.
steomeorosks of jaw Asympiomatic; dinical or Sympiomatic; medical Severe symploms; Imiting seff | Life-threatening conssquences; |Death

Defnion: A disonder charscterzad by & Nacrofic ProCess ocCuming

diagnostic shservations only:
Irfzrveniion not Indicated

nteriention Indicated (=,
‘opical agents); Imitng
nstumental ADL

i e bone of the mandibie.

cane ADL; sectve operatve
rimreention Indicaied

urgent Interwention ndicated

Cisdmoponosls

Dafnion: & disonder characierzad by reduced bore mass, with 3 decreass in cortical Sickness and

Composition], esuting in inonas

Radisiogic evidence of
osbeopornsls or Eone Mineml
Censity (BMD) -soone -1 k2 -2.5
(csiEopenia); no loss of height
or imieryention indicaied

ed frscture Incidenoe

EBAMD f-sopre <-2.5; loss of
height <2 cm; anS-cateoporotic
terapy indicated; ImEng
nstrumental ADL

Loss of helght ==2 om

rospEsization indicated; Imiting
sel cane ADL

i e rumber and size of the trabecuas of cancelous bome (but nomal chemical

Fal In mEremy

Definion: A disorder characierzed by marked discomfiord sensafon In Fe upper or lower exiremibes.

Lisd pain

Modaraie pan; [mitieg
nstumental ADL

Bevers pain
ADL

miting seff cane

FeiiC soft tisse peonsis - Local wound cane; ol Opemtive debridement or other | Lfe-threatening conssquences; | Death
intereenton indicabed (=iq, mvashe nferveniion indcied | ungent ini=nseniion indcated
dressings of topical {e.g., Bssue reconstruction, fiap
medcations ) or grafting
Defniion: & disorder charscierzed by 8 necrofic Prooess oCCETing iR e soft teoses of the peivis.
Booilosis <Ml degrees; cinically =20 - 45 degrees; vislbi= by =45 degress; sapular - -
undetecable forwand Sevon; Imiting prominence in forsard fiexion
nstrumental ADL operaiive Intervention Indicated;
miting seif cans ADL; disabiing
Definion: A disorder charscierzed by & mafommed, el ourvabare of S spine.
Boft bssue pecrosls: lower limb: - Local wound cars; medical Cpembive debrfidement or other | LBe—threabening conseguences; |Death
nterdention indicated (=g, mvashie ntervention mdcated | urgent Intensntion indcated
dressings or fopical =g, ssue reconsrucion, flap
mediCaions) or grafting)
Definfon: A disorder charycierzed by a necrofic process occuming In e soft Heswes of the lower exdremity.
Boft ssue pecrosks upper imb | - Local wound cane; ol Opemtive debridement or other | Lfe-threatening conssquences; | Death

intereenton indicabed (=iq,
dressings or fopical
medcations )

mvashe nfervention indicated
=g, ssue reconsrucion, flap
or grafting

Defnion: A disonder characierzad by & NECofc Process GCCUTng IR e soft tissues of the upper exremsy.

urgent ini=nendion indcated
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Musculoskeletal and connective tissue disorders

Girade

Adwvercs Event

k]

4

SuperScial soft bssue fbrosis

Kid Imduration, abie fo move
skin paralel o plane [shding)
and pEmpendicular o skin
(pInCHing up)

Moderats nduraton, abie to
slide skin, unabie o pinch Skin;
ImEng irstrumental ADL

Cefinon: A disorder charsderzed by fibrofic degeneration of the superficlial soft isswes.

Beyare incduration; unabie to
side of pinch skin; ImEng jont
or orfice movement [e.g.,
mouth, anus]; ImEng ssif cane
ADL

Gereralzed; s iated with
signs or sympoms of Impaired
breathing or fesding

Trismus

Decreased RO (mnge of
motion] wifoet impaired =afing

Decreased RO reguiring smal
bites, soft foods or purees

Decreased RO with inabilty o
adeguabely allent or Fydrake

orally
Defnion: A disorder charscierized by leck of abiity to open the mouth fully due o & decease In the Rnge of moton of e mustes of mastcation
Ul Imib lemgiih MBd lengih dscrepancy <2 cm | Moderaie length discrepancy 2 - | Severs lengih disorepancy =5 - -
5 cm; st [t indicated; Iimiting | cm; iming s=if care ADL;
nstrumental ADL disabiing; operatve Interiention
indicoied
Cefinon: A dsorder characderzed by of a discrepancy befween T lengihs of B lower or upper exiremibies.
Miusouinsk siefal and conmective | Acympiomatic or mid Moderats; minimal, local or Bevere or medically signficant | LFs-threatening conseguenoes; | Death

Bosue disonder - Oy, specty

symptoms; cinical or diagrostc
obrservaiions only; InkEnsertion
not Imclicatesd

norinvashee ImtEneton
indicaied; limiting age-
ppropriate nstumental ADL

but not Immediabety 1Fe-
threafening; hospitalzafion or
proiongation of sxisting
rospialization Indicated;
dizsabiing: limiting seif cans ADL

urgent infensenton Fdcated
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Necplasms benign, malignant and unspecified {incl cysts and polyps)

Erade
Adreres Event 1 2 ] 4
Leukema secondary b - - - Presend Dizath
oncology Chemothempy
Cefniion: A disorder charsderzed by ukemis ansing as a resut of the mutagenic =fect of chemoferapy agents.
Rbpmhodrepd a=fic syndmome - - - LP=threatening consequences; |Death
urgent int=rvention indcated
Dedniion: A disorder charscertred by insufficienty heaithy hematapoietic o8] producton by e bone mamos.
Treatment related secondary - - Mon Me-threatening secondary | Aoute [Re-threatening secondary | Death

maligrasncy

Dednion: A disorder characisrized by developmend of a maligrancy miost probably as & result of reafment for a previously exisiing modlgrancy .

malignancy

malgnancy; biast risis in
lesuik e miy

Tumear pain Kid pain

Moderate pain; imiting
instrumenial ADL

Bevere pain
ADL

miting self cane

Cefinion: A disorder charscierzed by maneed dscomfort fom & reoplasm sl may be pressing on 8 rerve, Hocking bonod vesseis, i

flarmizd or factured from meastasis.

Asympiomaiic or mid
symploms; cinical o diagcstc
obrservalions oniy; Intenemtion
not Imsdicated

Bdeopiasrs. benign, mallgrant
and unspecified (ncl cysts and
polyps) - Cther, spedfy

Moderaie; minimal, local or
noninyasive Intensention
ndicated; limiting age-
approprate instrumental ADL

Bevere or medially signficant
but not Immediabety Ife-
threatening; hospitalzation or
proiongation of existing
MospEaliration indicabed;
dzabling; limiting seif cans ADL

LEe—threatening conseguences:;
urgent interveniion indcated
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Nervous system disorders

Girade
Adverca Event 1 2 3 4 B
Abduoeres neree disomer Arymplomatc; dirical or Moderate sympiomes; lmitng Severe ymploms; Imitng seff | - -
diagnostic ohservations only; nstumental ADL e ADL
Imberveniion not indicated
Definiion: A disomer charsdetred by imsolement of the abducens nerve {shrih aanial nere)
ACCESEOry nerde disonder Arympinmatic; dirical or Moderaie sympiome; lmiting Severe symplomes; Imiting seff | - -
diagnostic ohservations only; nstumental ADL e ADL
Inferveniion not Indicated
DeAniion: A disormer charscerzed by ireohement of the acoessony nerve (Eeventh oanil nene).
Apmastic nerve disonder NG3 Asymplomatc; dinical or Moderaie sympioms; limiting Severe symploms; Imiting seff | - -
disgrostic ohsarvations only; nstrumentsl ADL cane ADL
Imberveniion not ndicated
Definion: A disorder charadeized by Ineolrement of the acousic nense (eiphiih oanlal nere)
Axarish Mdid resteseress or Rceased | Moderats restestness or Zmvere mestieszress or - -
motor actviEy Increassd mofor adivity; limiting | Increased molor aciity; limiting
nstrumentsl ADL ==l cane ADL
Definiion: A disormer charsdezed by an uncomforkasbie feeing of Inner resSessness and inabilly 1o sty s38; this |s a side effect of some psychofropic dnags.
Amnesia Miid; transient memory loss Moderaie; short berm memory | Severs; long berm memory loss; | - -
iDss; Imitng Instrumental ADL mriting seff cane ADL
[Definion: A disorder charadedzed by sysiemalic and exie=nshve oss of memony.
Aphonis - - Voicelessness; unabie o speat | - -
Defniion: A disomer charscertzed by the nabiity o speak. & may mesot from njaries o the vocal onns or may be Sarctionsl (pEychogenicy
Amchnoiditis Mid symploms Moderaie sympioms; limiting Severe symploms; Imiting seff | LMe-threatening consequences; | Death
Instumenial ADL cane ADL ungent inferveniion indicaied
DeAniion: A disorder characerred by inlammation of the arachnoid membane and adjacent SubsFsChRcE] SpEce.
Ava Arympinmatic; dirical or Moderaie sympiome; lmiting Severe symplomes; Imiting seff | - -
diagrostic ohssrvations only; nstumental ADL care ADL; mechanic
Imberveniion not ndicated assisance ndcated
Defnion: A disomer charscertzed by lsck of ooondination of muscle movements resuting in the impaiment or nablEy o perform voluntry sctities.
Brachial plexopatihy Asymplomatc; dinical or Moderaie sympioms; limiting Severe symploms; Imiting seff | - -
diagrostic ohservatons onby; Instumenial ADL cane ADL
Imberveniion not indicated
DefnEon: A disorder charadetzed by regional paresihesia of the badhial pexus, maked discomiort and muscie weakness, and Imied movement in the am or hand.
‘Caniral NErOus Sysem Arymplomatc; dirical or Moderaie symploms; Severe symploms; medic Le=threatening consequences; | Death
neCss diagnostic ohservations only; micostemids indicted miervention indicated urgent imenvention ndcated
Imberveniion not indicated
DeAniion: A disormer charscierred by 8 Necrofic roCsss oCCUTng In e brain andior spiral cord.
Cerebrospinal fluld =akage Post-craniolomy: asympiomaic; | Posi-crankoionmy: moderab: Bevere sympioms; medical LE=—threabening conseguences; |Death

Post-umbar panctune: trarsing
headache; postural cane
Imclicated

sympioe; medical inberaention
ndicated; Post-umbar
prarechures persisient moderais
sympioeme; biood patch
indicated

Defnson: A disorder charscerzad by loss of cenebrospinal fluld ints S surounding Hesuss

intznsention indicxi=d

urgent imenanson mdcated

Cognittee disturbance

Mid cognitive disabiity; mot
Inferfeing with work schoodife
performance; spechallred
educalional serdcesidevices
not imcdlicated

Moderaie cognitiee disabiliy;
Inberiering with work’schooliife
perfommance bt capabis of
ndependent Ivng; speclakned
TESCErTES On part Hme barsks
indicated

Defniion: A disorder charasderzed by a conspicuous change In copnitive fanction

Sewvere cognithie disability,
significant mpairment of
wiortischeol e pariormance

Copcemtration mpaiment

Mid rafenSon or decreased
leael of concentration

Moderste impalmment i
ateniion or decreased lewel of
conceniration; limiting
instrumental ADL

Defniion: & disorder charscierzad by 3 detarioration In the ablfy 1o concentrabe.

Severe mparment In atenson
or decreased leve of
oonceniration; limiing seff care

ADL
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Nervous system disorders

Frads
Adverca Event 1 2 2 4 B
Depressed levwe] of Decreased leve] of aleriness Sedabion; siow responss o Cifficuilt io arous= LE=—threatening consegquences | Death
oonsCiousness stimull; ImEng sinumental
ADL
DeAniion: A disorder charscierzsd by & decrease in abilty i perosve and respond.
DizFiness Mid unsteadiness or senzation | Modersle unsteadiness or Severs unsheadiness or - -
of moverment sensation of movermen; Imiling | sensafion of movement; Imiting
instrumenial ADL seff care ADL
Defniion: A disorder charsdertzed by a disturbing sensation of Ightheadedness, unsteadiness, giddiness, spinning or rocking.
Crysarthria Mid sured spesch Moderate impalment of Severe impaiment of - -
articulation or skrred speech articulation or Suared speech
Ceiniion: A disoder charsderized by siow and surred speech resuiting rom an inabilty ko coomdinate e masdes used in speech
Crysesthesia Kid s=rsory aferation Moderaie sensory aberafon; Bevere sensory akeration; - -
ImEng Instumental ADL mitimg seff can= ADL
CeinEon: A disonder characiertzed by disiorion of sensory percepiion, resuling in an abnormal and unpieasant sensafion.
Crysgeusia ARered taste but no change In - | Adtered tasie wih change in diet | - - -
=t [=-g., Dral supplEments |
NOEOUS OF LRl easan ts;
ioss of sie
DeAniion: A disonder charsdertzed by abnormal sensusl experience Wi e txsle of foodshiTs; t can be reiated o a decrease In the sense of S
Cryspiexsia Ammreness of neceptie or Moderaie recepive or Severe receptve or expresshe | - -
expresshe characheristics; ot | expressive chamctersics; characterstics; impaining abilky
Impairing ablEy o comrmunicate | impaining abilly o communicabe | o read, wrfe or communicae
spontaneously i=ligibiy
CeiniEon: A disonder characiertzed by impaliment of verbal communication sklls, often resufting from brain damape.
Edema cerehmi - - - Li=—threatening conssquences; | -
urgent imt=neniion iRdicabed
DeAniion: A disorder charscerined by sweling due i an sncesshe accumulstion of Nuid iR e b
=noepraiopaty Mid symploms Moderaie symploms; lmitng Severs symploms; Iritng seff | LMs-threatening conssquences; | Death
instrumental ADL care AL urgent infenseniion ndcated
Cefnion: A disonder charsdertzed by a paifoiogic process involving the brain
Exirapyramidal disonder Mid Irrvoiuntary movements Moderaie Irvokntary Severe Invointary movements | Lfe-threatening consegquences; | Death
movements; limiting or forticolis; Imiting seff cans urgent imenention indcated
instrumenial ADL ADL
CeiniEon: A disonder characiertzed by abnormal, repetitive, Involuntany musclie mosements, frengded speech and exireme reshesmess.
“adal musce wealness Asympiomaiic; dinical or Moderaie sympioms; limitng Bevere sympioms; Imiting seff - -
diagnosic observalions oniy; instrumenial ACL cane AL
Inberveniion not ndicated
DeAniion: A disorder charscerized by & reducion in e sinength of the facial mascies.
=acial neree disoder Asymplomatic; dirical or Moderaie symploms; lmitng Severs symploms; Imiting seff | - -
diagrostic ohservalions only; instrumental ADL care AL
Interveniion not indicated
Defniion: A disorder charscertzed by ineohiement of the faclal nerde (seventh canial nerne)
oS sophanymgeal nene Asymplomatic; dinical or Moderaie symploms; limiting Severe symploms; Bmiting seff | LM=-threatening consegquences; |Death
dsorder diagrostic ohservalions only; instrumental ADL care AL urgent infenseniion ndcated
Inierveniion not indlcabed
DeinEon: A disonder characierzed by Imsnbement of the glossopharympeal perve (ninth: cranial neree).
Headache Kid pain Moderais pain; limiting Bevere pain; Imiting seff cans - -
nstrumental ADL ADL
DeAniion: A disorder charscerzsd by a sensation of marked discomifort in vanous parts. of the head, not confined bo e area of dsirbofion of any merve.
Hydrooephaks Asymplomatic; dirical or Moderate sympioms; Severs symploms or Lie=threalening conssquences; | Death

diagnosic observalions oniy;
Interveniion not indicated

intervenbon mof indicabed

reuniogical defick; infeneention
mdicatzd

Ce=finiEon: A disonder chanscierzed by an abnormal ncrease of censbrospinal fiaid n B ventricies of e bran.

urgent ini=nveniion indicaied

Hypersamnia

Mid mcrexsed nesd for desp

Moderaie Increased meed for
slesp

Severe Increased need for
shuap

DefinBon: A disonder charadierred by chamcteizsd by excesshve sieepiness. during the daytime
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Nervous system disorders

Erade
Advercs Event 1 2 k] 4 B
Hypogicssal nerve disomer Asympiomatc; dinicsl or Moderate sympinme; lmiting Severe sympioms; miting seff | - -
diagnostic ohservafions oniy; Instrumental ADL cane AL
Inberveniton not ndicated
DeAniion: A disormder charscierned by irsohement of the fypogiossal nere: (fwesifth oanks )
niracrarial FemoThage Asympiomatc; dinicsl or Moderaie sympioms; medical | Venbiouostorsy, ICP LM=-threatening conssquences; |Death
diagnostic ohservafions oniy; intereention indicated rmonfioring, Interventricular urgent imierendon indcabsd
Inberveniton not ndicated thromboiysis, or operathe
memnvention indicated
Defniion: A disomder charscierzed by biseding from the cranium.
schemia perebrosvascular Asympiomaiic; dinical or Moderaie sympioms - - -
diagnostic ohservafions oniy;
Inberveniton not ndicated
Definion: A disorder charscierzed by a decrease or sbsence of biood supply o the: brain caased by obstruction (Srombosis or embodsm ) of an arery resuiting In neurciogica
damage.
Fth neree disonder Asympiomaiic; dinical or Moderaie sympioms; limiting Bevere sympioms; bmitng seff | - -
diagrostic phesrvations oniy; nstrumental ADL care ADL
Intervenion not indicated
Defnion: A disonder characierized by ineohrement of the ochiear nerre fowrth ocanlal nerve].
Lethangy Kiid symploms; reduced Moderaie sympioms; limiting - - -
aierinecs and AsAreness nstrumental ADL
Defnion: A disorder charscierzed by a decrease In consclousness chamcierized by mental and physical Inerness.
Leukoenrephalpay Asympiomatic; small foca Meoderate symploms; foca Severe sympioms; srienshe Lte-threatening consequences; |Death
TEFLAR hyperinie=nsiies; THFLAIR hyperinfensies, TZFLAIR hyperinbensiies: exienshe TEFLAR
IFraniving perteeniriogar white nwoking perventricular white | mvoiving pestveniricular white | yperintensBes, Inwoiving
matier or <12 of susceptbie maier exviending Inio centrum matter involving 273 or more of | perveniricular whibe maber
areas of cerebrum +F milld semiovale or rvolving 173 o 273 | suscepible aneas of cersbrum | Invobeing most of susoepible
IRcrease IR subarachnoid space |of susceptbie anses. of =/~ modembe in severe Inrrease | aneas of CErebrum -+~ moderais
(2AE] andfor miid [Erebrum +- moderate increase | in SAZ andéor moderats o D sevene Increaze in SAS
WA LTy n SAE andior moderate SEVETE vEniicuomegaly andior modernts o severs
venticulomegalky i Loty
DeAniion: A disomder charscierzed by difuse readive astocyiosls with mulipe areas of neoobc focl without Infammation.
Kemory Impaimment Mid memary impaiment Meoderate memory Impairment; | Severs memony Impaiment; - -
ImEng instrumental ADL miting setf cane ADL
Definion: A disonder characierized by a deferioration in memony Sunchon
Lieningsmus Mid symploms Moderate symploms; lmiting Eevers sympioms; britng seff | LM=-threatening consequences; | Death
nstrumental ADL care ADL ungent imievention ndcatsd
Defnion: A disomder charscierzed by neck s&ffness, headache, and pholophobis resulting from iriasion of the cerebral meninges.
Mioyements. imvoluniany Kid symploms Moderaie sympioms; limiting Bevere sympioms; bmitng seff | - -
nstrumental ADL care ADL
DeAniion: A disorder charsciermed by unoonimoiled and parposei=ss movements.
typeitis Asympiomatic; mid signs ie.g., |Moderate weakness of SEnsony | Severs Weakness oF SEnSony Lte-threatening consequences; |Death

Babinskf's refliex or LiermiGe's
sgn)

oss; limiting Insrumential ADL

mxss; Imiing sef cane ADL

Defniion: & disorder characiertzag by IRfammation invoiving the spinal cond. Sy=pioms IRcude wealkness, panssihecia, sansory loss

urgent imierendon indcabsd

maried discontiort and IRcontnes

e

Meuraigly

Mid pain

Wderate pan; mitng
instrumental ADL

Defnfon: A disonder characierized by infense painful s=nsation along a rerve or group of neves.

‘Severe pain
ADL

miting self care

NSRS - Moderate symploms; lmiting Severs sympioms; britng seff | - -
nstrumental ADL cane ADL

Definiion: A disonder characierzed by involuniary movements of the eyeballs.

Cruiomoior nerse disonder Asympiomaiic; dinical or Moderaie sympioms; limiting Bevere sympioms; bmitng seff | - -
diagrostic phesrvations oniy; nstrumental ADL care ADL
Intervenion not indicated

Definion: A disonder characierzed by ineohrement of the cculomoior nenee (third crankal nenee ).

Ofaciory nerve disonder - Moderaie sympioms; limiting Bevere sympioms; bmitng seff | - -

nstrumental ADL

Definion: A disomder charsoierzead by insohvement of the cifaciony nerve (first cranisl neree).

cane ADL
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Mervous system disorders

Girade
AdveEa Event 1 2 3 4 B
Famresthesia Mid symploms Moderate sympioms; Imitng Severe sympioms; bmiting seif | - -
nstumental ADL care ADL
Definion: A dsonrder characiedzed by funcional dishrhances of sensory rewrons resulting in abnormal cuianeous sensafions of ingling, numbness, pressure, ooid, and warmth T
are experienced In the absence of a simuius.
Ferphemal motor neurcpathy Asymplomatic; dinical or Moderate sympioms; lmitng Severe sympioms; Bmiting seff | Lte-threatening consequences; | Death
diagrostic ohservations only: nstumental ADL care ADL; assishve device urgent imenenton ndcated
Iniervenidon not indlcabed ndicaied
Definion: A dsonder characiedzed by inffammation or depereaion of the perphemal mobor nenses.
Ferpheml sensory newropathy | Asymplomatic; loss of deep Moderate sympioms; lmitng Severe sympioms; Bmiting seff | Lte-threatening consequences; | Death
tendon refiexes or paresthesia | instumental AGL care AOL ungent intenenfon indcabed
Defniion: A disonder characeized by Inflammation or depeneration of the perphel sensory meres.
Fhantom pain Mid pain Woderate pain; [miting Severe pain; Imiting seff care - -
nstrumentsl ADL ADL
Definion: A dsonder characierdized by marked discomfort relabed b a Imb or an ongan o Is removed) from o s not physically part of the body.
Fresyncope - Pressnt (= o, rear fainting) - - -
Defnion: & disonder characietzed by an episode of lighfeadedness and deriness which may precede an episode of Symoope
Fyramidal bt syndrome Asymplomaic; dirical or koderate sympioms; limiting Bevere symploms; Imiting seff | Lfe-threabening conseguences; | Death

diagrcatic phservations only;
IRtervenion not indicated

DefinBon: A dsonder chanstienzed by dysfunciion of the cofioospl

Fypemeiexda, positve Babirsk a

nd a decreass in fine mobor coond

nstrumentsl ADL

nal (pyramidal) tracts of the spinal
nation:

care ADL

tord. 3ympinmes incudes an inore

urgeent imenenton mdcated

ase In the muscie tome In the ower evremibes,

Fadioulits

Mid symploms

kcderaie symploms, Imiting
nstrumental ADL; medical
nterienton Indicated

SENETE SFITIIGME:
care ADL

miting seff

L= threatening ConSoguencEs:
urgeent imenenton mdcated

Death

Defnion: A& disonder charscsrtzad by IRtammation invohing & nenve root. PaSients sxperence marked disoonmion radating ong & nene pai bacsuse of spinal presoure on e

oonnecing nense root.

Recurent laryngeal nerve palsy | Asymplomatic; dinical or Moderate symploms Severe sympioms; medical Lite-threatening consequences; |Death
diagrostic ohservafions only; mi=neention indicated (e.g., urgent imenenion ndicaied
Inferveniion not indlcabed thyroplasty, vocal cond injechion]
Defniton: & dsonier charascieized by paralysis of the reosTent lanmpesl nere.
Revershie posterion Asympiomatic; dinical or Moderate sympioms; abnomal | Severs symploms:; very Lite-threatening consequences; | Death
ieubcencephaiopathy syndmome | diagrcstic observalions only; imaging shudles; limiting abnormal maging shudies ungent intenenfon indcabed
Inferveniion not indlcabed nstrumental AGL ity seff cane ADL
Defnion: A dsonder characiezed by headsches, mental status changes, visual dishurbences, and seizunes assodated with iImaging Sndings of posterion lsukosntephalopaiy. [t has

Eeen obsereed In azsodabon wih hyperbensive encephalopatity, eclampsia, and Imrancsuppressive and cybobowic dug reatment It 15 an acule or subaouts neversbie condition.

Betrun= Brief partial seizure; no loss of | Erie? genemilzed serune Muitiphe seipres desphe LFe—threabening; prolonged Die=ath
oonsdousness medical Infervention repetitie seinres

Defnion: A disonder characezed by & sudden, moiunary skeietal muscular contractions of cerebml or brain stem origin.

Binus. pain kid pain Moderate pain; [imiting Bevere pair; Imiting seff cans - -

instrumernial ADL ADL

Defniion: A dsonder charactedzed by markesd discomfort in the Tace, between the eyes, of upper teedh originating from e shases

Bomnoience Mid but mare than s Moderate sadation; ImEng Otundation or stupor Lite-threatening consequences; | Death
drowsiness or seepiness nstrumental AGL ungent intenenfon indcabed

Definion: A dsonder characiedzed by dhamcherized by soresche sieepiness. and dowsiness

Spasicty Mid or sight imncresse In masce | Moderale increase In musce Severe Increase I MUSOE fone | Lte-threatening: unabie io move | Death

bone

Definlon: A dsonder characierdzed by inoeased nvoknbary musch

disturhanes.

iome and Increase In resistance:
FBrough range of motion

and increase in resisiance
through range of mofion

& fome Fof afecis e reglons inkeriering with voluntary movesent |

aciive or passie mnge of
mirtion:

t resuls In gait, movesen, and spesch

8

troke

Asymplomaic or mid
neuiogic defick; mdiographic
findings only

Moderate neunsiogic defick

Bevere neurnlogic defick

LEe—threalening cOnSequencEs,
urgent imenenion ndicaied

Death

DefinBon: A dsonder chanstienzed by 8 sudden les of sensory Sunchon dos i an irracranisl vasculsr event

a3

yncope

Fainting; orthosialc colapse

Definion: A dsonder characiedzed by sponaneous loss of consclousness cagsed by nsuSdent biood supoly b the brain.
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HNervous system disorders

Grade
Adwerce Event 1 2 £ 4 B
Transent schemic atiacks Mid neurclogic deficE with or Modernie neurnlogic defict with | - - -
without Imaging confirmation or without Imaging confirmation
Defnion: A disoner charscertned by & brie afack (s fan 24 hours) of censbral dysfunction of wascubsr ongin, with no persisient reuroiopical defick
Tremaor Mid symploms Moderaie symploms; limiting Severe sympioms; Bmiting setff | - -
nstrumenial ADL cane ADL
Defnion: A disonder charscerized by the uncontrolksd shaking movement of the whote body of Indhedul parts.
Trigeminal meerve: disorder Asympiomatic; dinical or Moderaie symploms; limiting Severe sympioms; Bmiting setff | - -
diagrostic phservations oniy, nstumental ADL care ADL
Infervenion not indicated
Defnion: A disorder charscertzed by Invohement of the rigeminal nerve: (fith crankal nere)
Wagus nerve disorder Asympiomatic; dinicsl or Moderaie symploms; lmiting Bevere sympioms; Bmiting seff | Lf=—threatening conssquences; |Death
diagrostic phservations oniy, nstumerntal ADL care ADL urgent intenendon ndcated
Inferveniion not indicated
Defnion: A disomder charscertred by Irbement of the vagus nerve (ienth cranial rerve].
‘Wascvagal reaction - - Fresent Lfe-threatening consequences; |Death

urgent imenenton mdcated

Definion: A disomer charscenzeasd by 3 sudden drop of the biood pressure, brsdycardis, and periphersl vasodiaton et oy lesd o oss of consdousness. tresulls from an

increase in the simulbon of e

WIS MeETE

MErVOUS System disoroers -
ther, spacty

Asympiomatic or mid
symptoms; cinical or diagrcstc
pbservaiions only; InkE=rvention
not imlicatesd

Mederate; minimal, ol or
noninvashe Imensention
Indicabed; limiting age-
appropriate nstumental ADL

Severs of medicaily signficant
East not Imreciabety [Fe-
fhreafening; hospitalzaion or
proiongabion of existing
rospialzabion indicated;

dizabiing; limiting seif cans ADL

L= threatening ConSequemces:
urgent imenenton mdcated

Death
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Pregnancy, puerperium and perinatal conditions:

Srads
Adveres Event 1 2 ] 4 B
Feti death - - - - Fetal ioss. at
ary
pestationa
age
DefinSon: A disorder charascierzed by deal in wiero; fallere of fe product of concepbion o show evidence of respirafion, heartbeat, or definfe movement of & wolaniary musce after

expulsion from the werus, without possidity of esesciation.

Fetal growsh retandabion

CefnEon: A disorder charascierzed by inflbEon of f=ial growth reseiing In the: imsbilty of the fefus o

<10% perentie of weight for
pesiational age

5% permenidle of weight for
pesiational ape

achieve [ts pof=nial weight

<% parrentibe of waight for
pestational age

Eracamurs cellvery

Deidery of a [lvebomi Infant at
=34 bo IT weeks gesiafion

Delvery of & [hvehom infant at
=28 0 34 wesks pesiabion

Deibvery of a Ivebormn Infant ak
4 o I8 weeks gesiation

Delkery of a Ivebom infant at
24 weshs of peciafion or less

CefnEon: A disorder charascierzed by delvery of a viable Infant befors e nomal end of gesiabion. Typically, wisbilty s achievable betareen the teentiefi and thithy-seventh week of

estation.

Urint=nded pregnancy

CefnEon: A disorder characierzed by an unexpeded pregnancy at the Sme of conceplion

Urintnded pregnancy

Fregrancy, puefperiam and
perinatal conditions - Oer,
specily

Asymplomatic or mid
symptoms; cinical or diagrostc
pbrservaiions only; InkEneenton
noit Imsdicated

Moderate, local or noninvashe
nierenton indicabed; Imitng
nstrumental ADL

Bevers or medically signiicant
but not Immedatedy [fe-
fhreaf=ning; hospitalizaiion or
profongation of existing
rospializaton indicabed;
disabling; limiting sl cans ADL

Lit=-threatening CONSEquUences;
urgent intersension Rdicabed

Dizath
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Psychiatric disorders

Grade
Advercs Event 1 2 ] 4 B
Agkafion Kid mood akeration Moderaie mood afteraifion Bevere agiafion; hosplialzaiion | LPe-threatening conseguences; | Death
ot indicated urgent imenention ndcated

Defniion: A disomer characienzed by a siate of nesbessness assocaied with unpleasant feelings of imtiabilty and tenskon.

Anorgasmia Inabiky to achieve orgasm not | Inabilty 1o achieve orgasm - - -
advarsaly a®acting retsonsmip | stversety afecing relationship

[Defnion: A disonder characierized by an inabliy fo achieve orgasm.

Anwiety Kibd symptoms; Interantion rot | Modarate symptams; =iting Sevare symptoms; Beitng sef | LM threatening; Rosplalzation | Death
rdicated nstrumentsl A0L cane ADL; hospitalzation not rdicated
indicaizd

Definson: & disorder charactertzed by apprehension of danger and dread sccompanksd by restiassmass tapsion, tschycarda, and dyspnes unattschad bo a cearty ident=abie
strmuius

Consion Midl disorientation Moderaie disorenizton; Imitng | Severe disoientation; imitng | Lit=—threatening consequences; | Death
instrumental ADL seff care ADL ungent infensendion indcated

Defniion: & disomer characisrtzad by & ack of clear and orderdy Sought and behavior.

Dedayed orgasm Delay In achleving orgasmnoé | Dielay In axchieving orgasm - - -
adversaly a®ecting relaionship | adversely affecting redationship

Defnion: A disomer characiestzed by seyual dysSunction characientzed by a deiay In chmax

Dediriu= Kibd acute comfusional stabe Misdarate and scute comfusional | Severs and scube confusional | LMsthreatening conssquences, |Death
stabe; Imiting Insrumentsl ADL | stats; imEng seif cars ADIL; threats of harm fo saff or othars;
FospEsization indicated hospitalzation indicated

D=finEon: A dsorder charscierzed by the acute and sudden deveicpment of confusion, [Iusions, movement changes, nafenfvensss, sgiabon, and hallucnatons. Usually, Bz 3
reversibie condibion.

Dedusions - Moderaie desional sympioms | Severs delusional symploms: LEe-threatening consequences, |Death
FospEalizaton not indicaie=d threats of harm o = or others;
haspitalzation indicated

Defnion: & disorder characisrtzed by false personal belefs heid contrany 1o realty, despits contradictony evidence and Common Sense

Depression Kid depressive sympioms Moderaie depresshe Bevere depresshve sympioms; | Lfe-threatening conseguences, | Death
sympioms; Imiting nstrumental | Imiting seff cans ADL; threats of harm io = or others;
ADIL rospiaitration not ndicatsd hospitization indicated

[Definion: A disonder charaderized by melancholc feslings of grief or unhappiness.

Euphoris Mid mood Eletion Moderaie mood sievation Severe mood Eievation (=g - -
hypomania)
Defnion: A disorder characiernzed by an evaggerated feeling of welHbeing which |5 dsproporionate o events and stmil.
Haillucinatons Mid halucnabans =g Woderats halucnations Severe halucinabions; Lie=threatening conssquences, |Death
perceptual disortions ) FospEalizaton not indicaie=d threats of harm o = or others;

hospitalzation indicaied
DeAniion: A disomier characierzed by & false sansory peroepion i e absenoe of an =vismal shmulus

rsomnia Kiid diiculty Taling asieep, Moderate dMoulty Saling Severe difcuty In faling - -
staying sisap or waking up asiesp, shaying askesp or asisap, styying asiesn or
sy waking up mary Waking D =ary

Defniion: A disomer characiestzed by dificulty In faling asiesp andior remaining asiesp.

Litiids derreased Decreass 0 sayual interestnot | Decresse o sewus) infsnest - - -
advarsaly a®acting reistionsnip | adversety afecing nalationship

Definion: A disonder charaderized by a decrease In sexual desine

Libica Incressad Mid Increase I sEvas Imerest | Moderais nCrease n sesual SEvere IRCENSE 7 SEV - -
nat adversety afecting nterest adversely afecting merest ieading io dangerous
reiatiorship retafonship behavior

Defnson: & disorder characiertzed by an ncrease in sevual desiee.

Mania Mid manic symptoms ie.g., Moderaie manic symploms Severe manic symploms jeg. | Le-threatening consequences, |Death
elevabed mood, apld Swoughis, |ie.g., relationship and work Fypomania; major s=xual or threats of harm o = or others;
rapid speach, decressed nesd | | difficulties; poor hygiene) fAinancial indiscrebons | hazpiatzation indicated
Tor sheep] rospiaitration not ndicaksd

[Definion: A disonder charaderized by excBement of psychotic proporfions manifesisd by menial and physical hyperactivity, disorganation of behavior and slevafon of mood.

Ferzonalty changs Kiid personalty change Modarats personailty changs | Severs personalty changs; Lita-threatening consaquences, | Death
FospEsization mof Indicaksd threats of harm fo s or others;
haspiaization indicatsd
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Psychiatric disorders

Sirade
Adverce Event 1 2 3 4 B
Defniion: & disorer characienzed by a conspicuous change I a person’s behavior and thinking
FEychasis Mid psychoic symploms Moderaie psycholic symptoms. | Severe psycholic Symptoms LF=threatening consequences, |Death

(e.g., disorganized speech;
impalred realEy t=sfng)

{e.g-. paranoid, exteme
disorgan zation; Fospliiailzabion
riot indicated

threats of harm io s=if or others;
hospitalzation indicated

Defnion: A disorder characierzed by personailty change, Impaired funcSioning, and loss of touch with realy. It may be a manMestation of schizopfrenia, bipolar disonder or brain

umor

Defnion: A disorder characierzed by an inabilty ko rest, nsiax or b

Ml symptoms:; Intersention not
Imclicated

Moderate symploms; limiting
instrumental ADL

e sl

Severe symploms;
care ADL

miting seff

Buicidal id=ation

Increased thoughts of deai but
no wish bo Kl oneser

Cuicidal ideation with no: speciic
pian or ink=nt

Defnion: A disorder characierzed by thougints of [king one’s own Ie.

Spedfic plan io commE sulcde
without sericas inbent b die
winich may not reguire
rerspEslization

Spedfic plan o commit suicide
with serous Intent bo diz which
requires hospitalzasion

Buicide abempl - - Suicide abermpd or peshune Suickds athempt with Intent b Death
without Intent to die which may | die which reguires:
ot pecuine: Foesp Ealzation hospitalzation

Defniion: A disorder characierzed by saif-infiched farm In an attempt 1o end one's own [

Feychisivic disorders - Other, | Azymptomatic or mid Modarates; minimal, local or Smgars or madically signicant | Lesthreatening consaguences: |Death

speciy

symptoms; cinical or diagrostic
cbservations only; Inkznention
not Imdicated

noninvasive Intenention
ndicated; Iimiting age-

appropriate nstumental ADL

but not Immediabely e
threatening; disating; Imitng
e care ADL

hospitalzation or wgent
Iberveniion Indicated
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Renal and urinary disorders

Erade

Advercs Event

1

4

ACuie Kidney Injury

Creafinine level Incnease of =0.3
mgidL; creainine 1.5-2.0x
above baseine

Crzatining 2 - 3 ¥ above
baseiine

Creatnine =3 ¥ bassine or =40
mgddL; hospitalization indicated

Lit=—threatening ConSeguences;
diafysls indicoied

Death

DefinBon: A disonder characierzed by the acute loss of renal Sunction and ks dBonaly classfied as pre-renal (low biood flow Info kidmey), renal (kidney damage) and posi-remal
causss (unsheral of Diadder cutiow obsrucdon)

Bladder perfoaion - Extraperitoneal perforation, nirperioneal peforadon; LFe-threatening consequences; |Death
ndweling cafeter indicated sjecfive radiciogic, endoscoplc | ongan fallure; urpent aperate
or operathre Inferveniion Inberveniion Indicated
indicated
Dedniion: A disorder characiertzed by a rupture In the biadder wail.
Bladder spasm Intzneention not indicaied Anispasmodics Indimbed Hosplazation indicated - -
DefinBon: A disonder characernzed by a sudden and Involuniary contraction of the bladder wail.
Chronic Kdney dsssse eGFR (estmated Glomendar eGFR or Crll 53 - 20 eGFR or CrCl 29 - 15 eGFR or GrCl =15 miimin/1.73  |Death
Firation Fate) or Crs miiminf_73 m2 mlimint. 73 m2 m2; dishysis or rEnal Fansplant
(creatinie clearance) <LLM - 0 Indicated
mimind .73 m2 or profeinuria
2+ present; urine
proteinicrea@inine =0.5
Dednion: A disorder charsderzed by gradual and usualy permanent loss of Kidney funchon resuiting in reral fallune
Cysitis noninfective Microsoopic hematuria; minimal | Moderaie hematuria; modersie | Gross hematuria; ransfusion, V| Lee—threatening conseguences; | Death
ncrease In frequency, wgency, |increase in fregquency, wrgency, | medications or hospitalzaton | urgent rediclogic or opembve
dysuria, or nociuria; pew onset | dysuria, Rochuria or ndicaied; sleciive endoscoplc, | IRtervenion Indicated
of Incontirence ncontnence; wrinary catheter | radiclogic or operatve
pacement of bisdder Imigafion | misrvention indicated
ndicated; lmitng nsTuments
ADIL
Definiion: A disomder charadenzed by iInlammation of the biadder which s not caassed by an infecSion of the urinary ract
Hemaiuria Asympiomaic; dinical or Sympiomatic; urinary catheter | Gross rematunia; ransfusion, [V | Li=-threatening conseguences; | Death
diagnostic ohservalions only; or bisdder imigafion indicaisd metdicabions or hospitalzaton | urgent ediclogic or opembve
Inferveniion not indicated ImEng Instrumental ADL ndicaied; sleciive endoscopic, | Intervenion Indicated
radiciogic or pperive
Fri=nsention indicaied; ImEng
=i cane ADL
DefinEon: A disomder charedenzed by labomiony besi results that indoate bood Inthe urine.
Hemogiobinura Asympiomatic; dinlcal or - - - -
diapriostic observaions only;
Inferveniion not indicated
DefdnEon: A disorder charsdertzed by laboratony best results that insdicate the presence of free hemogiobin In the urine.
Frotzinuria i+ profeinura; uinary proiein | Adulist 2+ profeineri; uninary | Adults: urinary protein ==3.5 - -
<1.0 @24 hrs profein 1.0 - 34 924 brs @324 hrs;
Pedliatric orine FIC Fedlafric: urine FAC >1.9
[ProteintCreatinine) rato 0.5 -
12
Dedniion: A disorder characierzed by laboradony best results that indicate the presence of excessive protein in the urine. |t s predominandy albumin, bt also globuln.
Fenal caloull Asympiomatic or mid Eympiomatic; oral anfemetics | Hospiallmbon indicated; IV L=—threatening conssguences; |Death

Definiion: A disorder characizrzed by the formation of crystals In the pehs of the Kidney.

symptoms; ccrasional use of
nonprescriphion anaigesics
Iredicated

Indicated; ancund the: clock
nonprescription aralgesics or
any oral nancotic analpesics
indicabed

i=nsention (=3, analgesics,
antiemetics); siectie
endoscopic or radiciogic
imeneention indicated

urgent radicksgic, endoscopic o
operative Intensenton Indicated

Femal collc

Mid pain mof Imterfering with
activity; nonprescription

medicabion indicabed

Woderate pain; limiting
nstrumental ADL: prescripton
madication indcaied

Hesptallzabon indicsbed;
=iting saf care ADL

DeAnion: A disorder charscisrtzad by pamaysmal and savens Sank marked discomfort edating i S Inguinal ansa. Oan, e causs bs S passage of Kidney siones.
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Renal and urinary disorders

Frade
Adverca Event 1 2 3 4 B
Renal hemonfage id symplems; Intereention not | Ansigesics and hemaioot Transtusion, radiadion, or Le=—threatening conssguences; |Death
Inclicated monitonng indicated nospialization Indicated; urgent rediciogic or operatve
sjecfive radiciogic, Endoscoplc | Imtervention Indcated
or operative inbervendon
indicaled
CeAnion: A disomder chanscierized by biseding from the kidney.
Uirimary fisbula - Honirvasive Intervention LimEng s=if care SAOL; elective | LBe—threatening consequences; |Death
ndicated; urinary o suprapubic | Adologic, endoscopic o urgent edioiogic or opembve
miheter placement indicated operaive Intervention iIndicabed; | ntervenion indcabed
permanent urinary diversion
indicated
Dednion: A disorder charsdestzed by an abmormal communication betwesn any part of the urinary system and another ongan or anatomic she.
Urirary feguency Present Limiting Instrurmental ADL; - - -
medical management indicated
Dednion: A disorder charadertzed by urinaton at short infervals
Urinary Incondnence Cxcasional (=g, with coughing, | Spontaneocus; pads indcated niervention indicated (=g - -
sme=ezing, efic. ), pads not ImEng instrumental ADL clamp, colagen Infecons];
Ineclicabed operidve inkervention indicabed;
miting seff cans ADL
DefAnion: A disomder charsdierized by Inabiity o control the fiow of urine from e Hadder.
Urinary reteniion Urinary, suprapubic or Flacerment of urinary, Elective operaiive or diologic | Ls-threatening conseguences; |Death
Infermifent catheier piacement | suprapubic or Intermittent mi=nention indicaisd; organ fallure; wrgent operate
not indicated; abée 10 vold wih | atheter placement indicaied; | subsSantial ioss. of affecied Iniervenion Indcabed
some residua medicaiion indcai=d Kidmey funciion or mass
Dednion: A disomder characiesized by aocumuiation of urine within the biadder because of the InabliEy o urinate
Urinary tract obsrucion Asympiomatic; dinical or Eympiomatic but no Bympiomaic and afiered organ | LRe-threatening consequences; |Death
dizpriostic ohservalions only hydromepirosis, sepsis orrenal | finchion (2.g., hydronephmosls, | ungent Inf=nvenSon indicated
dysfunciion; urethral diation or renal dystunction]; eleciive
urineary oF suprapebic catheter | diclogic, endoscopic o
ndicated operaive Intervention iIndicabed
Dednion: A disorder characierized by bicckage of the normal fiow of contents of the urinary Fact.
Urinary tract pain Kid pain Woderaie pain; Iimiting Bevere pain; Imiting seff care - -
nstrumental ADL ADL
Dednion: A& disorder characiesized by a sensation of marked discomiont I the: urinary tract.
Urinary urgency Present Limiting insrumenial ADL; - - -
medical management indicated
DefAnion: A disomder charadierized by a sudden compeiing unpe io urinate.
Urine discodoration Present - - - -
DeAnion: & disorder charsciesized by @ change In e color of the urine.
Femal and urinary dsonders - Asympiomatic or mid Moderaie, ocal or noninvashve | Severe or medially signficant | LB=—thneatening conssgquences; |Death

Other, specly

symptoms; cinical or diagrostic
oboarvations onfy; Innsention
nat Indicated

ntervention indicabed; Imiting
nstrumental ADL

but not Immedabety e
threstening; hospitalzaton or
proiongabion of exishing
hospEalizabion Indicabed;

disabling. Iimiting seif cans ADL

urgent int=nvenSion Rdicated
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Reproductive systemn and breast disorders

Grade
Advercs Event 1 2 E ] 4 B
AzposperTia - - Absence of sperm In ejacuiate | - -
Definfion: A disonier charscierzed by laboratony b=st results that indicate complete absence of spermainzoa in the semen.
Breast atrophy Minimal asymmedry; minka Woderate asymmetry; moderaie | Asymmetry =13 of breast - -
atrophy arophy wolume; severe arophy
Dednion: A disonier characierzed by underdeveiopment of the breast
Brexst pain kdid palr Woderate pain; liming Bevere pair; miting seff cans - -
nstumental ADL ADL
DefinEon: A disorder characierzead by marsd discomfor! sensafion in Fe breast reglon.
Cysmenomhea MBd symptoms; Inkereention ot | Moderale symploms; lmiting ‘Bevere symploms; Briting sef | - -
Incicated nstumental ADL cane ADL
Definion: A disonder characiertzed by abnormaly painful abdominal cramps during menses
Crysparcuniy Mid discomont or pain Woderaie discomdont or pain Bevere discomiont or pain - -
assodated with vagina asodated wiih vaginal aszociated with vaginal
penstrabion; dscomfor: releved | peredration: discomfort of pain | | penetrasion; discomfort or pain
with use of vaginal lubricants or |partiaily releved with use of unnedleved by vaginal lubricants
esirogen vaginal lubricants or esTogen | or estogen
Dedniion: A disonier characierzed by painful or dicut colus.
Elaculation disonder DiminlsFed ejaculation Aresiacu ation or retrograde - - -
siaculation
DefinEon: A disonder characierzad by probleres relaied fo =jaculafion. This category Inciudes premature, delayed, refroprade and paindul =jlaculafion.
Erectie dysfuncion Decreass in enectie funcion Decrease In srecdie Sunction Decrease in erectie function - -
(frequency or fighdity of reguencyirigidEy of srections ), | ifreguencyrigkdty of ereciions]
erections) but imervenSon not | erectile Inkervention indicated, | but erecHie IntervenSon not
Incdicated ie.g., medcation or [e.g., medication or mechankal | heipful ieg., medcation or
use of mechanical device, devices such as penlie pump) | mechanical devices such as
penle pump) penli= pumpl; placerment of a
perranent penlie prosthesis
ndicaizd (not prewioushy
present)
Definion: A disonder charscierzed by the persisiznt or recument inablEy o achieve or i mainiain an eredion during sexual acthity.
Falopian ube cbsrucion Ciagnostc observations only; M sympioms; eleciwe Bevere sympioms; sieciwe - -
Interveniion not indicated ntervention indicated operaive Intkeriention Indicabed
DefinEon: A disonder charscierzed by biockage of the nommal fiow of T conienis in the falopian ube.
Faloplan lube sierosls Asympiomatic cirical or Eympiomatic and inberyenbon Bevere symploms; sleciwe LMe-threabenirg consaguerces; |Death
diagnostic phservadions oniy; not Indicated operaive iInkervention indicabed | ungent opertve Intensention
Interveniion not indicated Incicated e ., Dgan resecon)
Definion: A disonder charsdierzed by a namowing of the faloplan fube lumen
Female genkal ract fshuls Asympiomatic cirical or Eympiomatic and inberyenbon Bevere symploms; sleciwe LMe-threabenirg consaguerces; |Death
diagnostic phservadions oniy; not Indicated operaive iInkerrention indicabed | ungent interveniion iRdicated
Interveniion not indicated
Definion: A disonier charsdertzed by an abmormal communication betwesn a female reproductive system organ and another organ or analbomic site.
Femintzabon acguined Kiid symptoms; inbereention not | Moderate symploms; medical - - -
Inciicated niervention indicated
DefinEon: A disonder characierzad by the development of secondary female sex characherisics in males due o exirinsic fachors.
‘Genkal edema Mid sweling or obscuration of | Readily appansni cbsoaration of | Lymphonfes; gress deviaton | - -
anatomic archBecture on dose | anabormic archibechures; from mormal anatomic coniour,
Irspecion obilt=ration of skin fokds; readily | Beiting seff care ADL
apparent deviation from normal
aratomic contour
Definion: A disonier charscierzed by sweling due 10 an excesshie accumulaion of Nuid In Be genfials.
Gymecomassa Azympiomatic breast Sympiomatic (e.g., paim or Bevere sympioms; siectee - -
enlargement msychosocial iImpact) operaive iInkerention indicabed
Dedniion: A disonier characierzed by evcessie development of the breasts in males
Hemabosalpine Kirimal bleeding Identfed on Moderate bieeding; medca Bevere biseding; transtusion LMe-threabenirg consaguerces; |Death

Iriaging shudy of apamsIopy;
Irbervention not indicated

Intersenton indicated

ndicated; radioiogic o
endosoopic Imervention
ndicatsd

urgent operatve Inberaention
Indicated
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Reproductive system and breast disorders

Grade
Adwercs Event 1 | 2 2 4 B
Dedniion: A disonder characienzed by the presence of bicod in a falopian ube.
rreguiar mensinaton Intermitient menses wih Intermient menses with Fersistent amenamiea for more | - -
Skipped menses for no more skipped menses for more than 4 | han & months
than 1 1o 3 monis 0 & monis
Definfon: A dsonder charadedzed by Imeguiar cyde or duration of menses.
Lactation disorder Mid changes In laciadion, not Changes in lactation, - - -
signHcanty affecting producion | signiicaniy a®ecting breast
or expression of breast milk produciion or expression of
breass milk
Cefinfon: A dsonder charaderdzed by disturbances of mik secretion. E Is not necessarily related o pregnancy that Is obhsensed in females and can be obsemned In males.
Menomhagia Mid; ron suppéements indicaied | Moderaie sympioms; medical | Severs; tansfusion indicated; | LP=-threatening conssguences; | Death
ntersention indicated (=, surgical infervention indicaied | urgent infervenSon indcated
hormanes) ‘e, Pysterecioey)
CeAnion: A disonder characieroed by abnormaly ey waginal bizsding during menses.
Nippie deformity Asympiomatic; asymmetry with | Sympiomatic; asymmetry of - - -
siight retraction andior nippie areoiar complex with
thickening of the nippie areglar | moderaie retraction and'or
omplex fickening of the nippke areokar
mmpier
DedniSion: A disonder characierzed by a maiformadon of the nipple.
Cligospermis SpeErm conceEntrabion =48 Speym concentration 13 - £ Sperm concentration <13 - -
millionimL. or motiity >~65% milkon'mL or motlity 32 - 5% milllor'mil. of modiEy <32%
Defnion: A disonder characierzed by a decrease In B namber of spermalozoa In the semen
Owarian hemorhage Minimai bleeding identifed on | Moderaie biseding; medica Bevere bieeding; transiusion LFe-threatening consequences; | Death
Imaging shudy of laprosopy; ntervention indicated ndicaied; mdioiogic or urgent operatve Intervention
Infervenion not indicated endoscopic Imiensention Indicated
indicaied
DefAnion: A disonder characiernzed by bizeding from the ovary.
Cwarian rupture Asympiomatic cinical or Sympiomatic and ntervention | Transtusion, radiciogic, LFe—threatening consequences; | Death
diagrostic ohservafions only; nof indicated endoscopic, or dectve urgent inteneeniion indicated
Infervenion not indicated operaive Intervention Indcated
Dednion: A disoner characierzed by tearing or disnuption of the cvarnan tssue
Cwuilation pain Mid pain Woderate pain; limiting Bevere pain; Iritng seff care - -
nstumental ADL ADL
DedniSon: A disonder characierized by marked discomfon sensadon in one side of the abdomen befwesn mensinal cycies, around the time of the: dischamge of the ovam from e
ovarian foilicie.
Feivic foor muscie weakness | Asymplomatic; dinical or Sympiomatic, not inkerizring Severe sympioms; Bmiting seff | LR=-ihreatening conssguences; | Death
diagricstic observalions only; Wi bladder, bowel, or vaginal | care ADL urgent im=nenton iRdicated
Infervenion not indicated function; limiting Instrumental
ADL
Dednion: A disoner characierzed by a reduciion In S sirength of the muscies. of the peivic floor.
Fefvic pain Kild pain Moderate pain; limiting Bevere pain; Imiting seff can: - -
nstumental ADL ADL
Dednion: A disonder characierzed by marked discomfort sensafion in e peivis
Fenle pain Kild pain Moderate pain; limiting Bevers pain; Imiting seff cans - -
nstumental ADL ADL
DedniSion: A disonder characierized by marked discomfon sensadon in fe penls
Ferineal pain Mid pain Woderate pain; limiting Bevere pain; Iritng seff care - -
nstumental ADL ADL
Dedniion: A disonder characiernzed by a sensation of marked discomion in the an=a betwesn e geniial ongans and the anus.
Fremailne menopause - - | Fresent - -
Dednion: A disoner characierzed by ovanan fallure Before the age of 40, Symplorms Include Fot fazhes, night seeats, mocd swings and a decrease in sax drive
Prosiatic hemomiages Minimal bleeding ldenified on Moderaie bieeding; medcal Bevere biseding; transiasion LB=—threabening conseguences; | Death

Imaging shudy; inbervention not
Irelicated

nEreenbion indicabed

ndicated; radioiogic or
endoscopic infensention
ndicai=d

urgent operatve Inhersetion
Ireclicadied
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rads
Adverce Event 1 | 2 | 3 4 B
DefinEon: A disonier charadernzed by bieeding from the prosiaie gland.
Frosiatic obstrucion Diagnostc ohsenvations only; Mk sympioms; elecie Severe syMpinms; secive - -
IRb=rveniion not indicated nieriention indicated operatve iInkeraenton iIndicated
Defniion: A disorder charscertzed by compression of the urethrm secondary to enlargement of the prostate gland. This results in voiding dfficultes (sraining o void, Siow urine
siream, and iIncompiete emplying of the: biadder).
FProsiatic pain kilid pain Moderaie pain; limiting Bevere pain; Imiting seff cans - -
nstrumental ADL ADL
Defniion: A disorder charscerzed by & sensation of marked discomiort in the prosake gland
Borotal pain Mid pain Moderai= pam; imitng Severs pain; Imitng seif cane | - -
nstrumeantal ADL ADL
DefnBon: A disorier characienzed by marked discomfort sensafon In e sorotal area
Bpermmatic cond hemorhage Kinimai bleeding ldentfed on Moderaie bieeding; medica Bevere biseding; transiusion LEe—threabening consequences; |Death
raging study; Intervention not | Intervention indicabed mndicated; radiniogic or ungent opemifve Inberstion
Imedicated endoscopic Imenemrtion Indicated
mdicated
DefinBon: A disonier charaderized by bleeding from the spermaiic ond
Bpermmatic oo obstucion Diagnostc ohsenvations only; Mk sympioms; elecie Severe syMpinms; secive - -
IRb=rveniion not indicated nieriention indicated operatve iInkeraenton iIndicated
Defniion: A disorder charscerized by biockags of the nommal fiow of B oonients of the spermatic oord.
TesHoular disorder Asympiomatic; dinicsl or Symplomatic but notinterfering | Severs symploms; mefering Lite-threatening consequences; |Death
dixgrosic pbservalions oniy; wih wrinabion or s=xual with urination or sexual funciion; | ungent inte=reenfion indcated
IRb=rveniion not indicated activities; inberveniion nat miting seff cans ADL;
ndicaled; [mitng nsrumentsl | riEnsention indicated
ADL
DefnBon: A disonier charaderzed by Involvement of the beshs.
Tesiodar hemomrhape Kinimai bleeding Identfed on Moderaie bieeding; medica Bevere biseding; transiesion Lie—threabening conseguences; |Death
Imaging study; Intervention not | Intervention indicabed ndicaied; radiniogic or ungent opemive Inbereention
rdicabed endoscopic menemrtion Irdicated
mdicated
Defniion: A disorder charsciertzed by bizeding from the tests
Tesiouar pain kilid pain Moderaie pain; limiting Bevere pain; Imiting seff cans - -
nstrumental ADL ADL
Defniion: A disorder charscierzed by 3 sensation of marked disoomiont in the ests.
Uerires Mzt Azympiomatic cinicsl or Sympiomatic and niersenbon | 2evere symploms; slective LMe-threatening conssquences; |Death
diagrosic observafions oniy; nct indicabed operiive Inkervenbon indicaled | ungent inferveniion indcated
Intervenison not indicated
Definiion: A disorder charsderzed by an abnormal communication between the: yhenss and another organ or anatomic she
Ukerire: hemorhage Minimai bieeding identifed on | Moderaie hieeding; medica Severs hisedng; tansiusion Lie-threatening conssquences; |Death
Imiaging study; Intervention not | Intersention indicated ndicaied; radisiogic or urgent opemive InkEreemtion
Imedicated endoscopic Imenemrtion Indicated
indicaizd
Deniion: A disorder characierzed by biseding from the wisns
Ukerime ohstniction Disgnostc ohservations only; Mk symipinmes; sledive SEvere SyMpInmE; e - -
Imt=rvaniion not ndicated nt=riention indicated operative iInkeraenton indizated
Defniion: A disorder charsderzed by bicckage of the uterine outies
LEerine= pain kilid pain Moderaie pain; limiting Bevere pain; Imiting seff cans - -
nstrumental ADL ADL
Defniion: A disorder charscerzed by 3 sensation of marked disoomiort in the utens.
agimal discharge Miid vaginal dschamgs igreater | Wcdaraie o hewry vagina - - -
than baselire for padent) dischangs; use of perineal pad
or ampon Indlcabed
Definiion: A disorder charsderzed by vaginal secretions. Mucus produced by the cervical glands s discharged from the vagina nahuraily, especiaily during the: childbearing years.

Waginal dryness

Mbd vaginal drymess ot
Irtzrferng Wit sewual funciion

Modarats vaginal dryness
nierfering with sexual tunction
or c3sing frequent discomfort

DefnBon: A disonier charaderzed by an uncomforiable fesling of Eching and buming In B wagina

Feyars vaginal dryress
reEsulting In dyspaneunia o
severe discorfort
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arade
Adveca Event 1 2 I 4 B

Vaginai fishila Asympiomatic cinical or Sympiomatic and nterventon | Severs symploms; slecihe Li=-threatening conssquences; |Death
dlagrostic ohservaiions only; nok Indicabed operive iIntervenbon indicabed | urgent Inferenon indicated
Infierveniion nat indicated

Definion: A disorder charscertzed by an abnormal communication betwesn the vagina and another organ o anatomic she.

Vaginal hemorhags Minimai bieeding identffed on | Moderate biseding; medica Severs hissdng; tansiusion Lie=threatening consequences; | Death
dinical sxam o Imaging sudy;  |Inbkereenton indicated ndicated; mdioiogic o urgent opemifve Inbereention
Inbervenion nat ndicabed endoscopic menention ndcated

mdicated

DefinSon: A dsonier characierred by bieeding from the vagina.

Vaginal imfammation: Mid disconriort or pain, sdema, | Moderaie discomont or pain Severs discomiont or pain Widespread aneas of mumsa Death
of redniess edema, o redness; Imiting edema, of redness; Imiing s=ff | uiceration; He-Shrestening

instumenial AGL care ADL; smaill areas of CORSEguUEnDes; urgent
muCosa ukcerabion Infirveniion Indicated

Definfion: A dsonder charaderzed by Infammation involving the vagina. Sympioms may Inceds redness, edema, marked discomiont and an Increase in vaginal discharge.

Vaginal obstruction Diagnostc obsernvations only; Ml sympioms; siedive Severs syMpioms; seche - -
Infierveniion nat indicated ntervention indicated operaiive Intersention indicabed

DeinSion: A disonder charsderized by biockage of vagnal canal.

Vaginal pain Mid pain Moderaie pain; limiting Severe pain; Imiting seif care - -

instrumenial ADL ADL

DeAniion: A disomder charsceritzsd by & sensation of mamed discomiort in the vagina.

Vaginal perforation Asympiomatic cinical or Sympiomatic and nterventon | Severs symploms; slecihe Li=-threatening conssquences; |Death
dlagrostic ohservaiions only; nok Indicabed operive iIntervenbon indicabed | urgent Inferenon indicated
Inbervenion nat ndicabed

DefinSon: A dsonder charadeized by a uphare In the vaginal wal

Vaginal sirchmne Asympiomatic; mid vagina Vaginal rarTowing andior Vaginal narraing andior - Death

ShoriEnng of Rarmowing

shortening not inkerfering with
piysical sxaminaton

Definion: A disorder charscierzed by @ narmowing of the vaginal cana

shortening interfering with the
use of tampons, s=aual acthity
or physical examinagon

Vaginismus

MEd disconTiort or pain
azzodated with vagina
sasmitightening; na mpact
upon sexual function or physica
exarination

Moderaie discorront or pan
assocaied wih vagina
spasmtightening: disrugtion in
sexual function and physioal
examinadion

Severs discomiort or pain
associated with vaginal
spasmtight=ning; unabie o
mismate vaginal peresration or
physical examinabon

Defniion: & disomer charscierzad by Involuntary spasms of the peivic fioor muscies, nesuiting In pathologic tighness of the vaginal wal during paratration such as during sexus

= ourss.

Reproductive system and breast
disorders - Offver, spechy

Azympiomaic or mid
symploms; cinical or diagncstc
pbservafions only; InkEneention
not imsdicated

Moderaie; minimal, local or
noninyashe imenention
indicabed; limiting age-
approprate nstumental ADL

Bevere or medically signfcant
Eut not Immedakety 1fe-
fhreafening; hospiinlzaton or
proiongation of existing
rospEalization indicated;
cisabiing; limiting seiff cans ADL

LE=—threabening conssquenoeEs:
urgent imtervention indicated

Death

68




Respiratory, thoracic and mediastinal disorders

Adverse Event

4

Adult respiratony disress
symdrnme

Frasent win radiciogic findings:
Imtubation not indcated

Le=threabening respiratory of
hemodyramic compromise;
Infubaation o unpent imensention
Irsdicatesd

De=ath

Definion: A disorder characiedzed by progressive and [B=—threabening puimonary diskess in the abs=noe of an enderiying puimonary condliion, usualy folliowing major trauma or

SUMEry.

Alliergic rhinitis

Defnion: A disorder charsciezad by an inflammaton of the nassl

Filld symploms:; interesntion not
Imdicated

Moderaie sympioms; medioal
Inberaenbon Indicated

mucous membiranes caused by an IgE-medistad response to axtemal sbergens. The inSammation may alsa

Ivcive e MRCOUS mEmbranes of the snuses, syss, midde =ar, and pharyne. 3ympbomes Inciudes sneszing, nasal congeston, rhircmhea and Bching.
Apnea - - Fresent; medical imenention Li=-threatening respirslony or - | Death
indicai=d hemodymamic compromise;
Infubesfion or ungeni Infe=nsention
Imdlicated

Definion: A disorder characisrnzed by cestsalion of breathing.

Azpiraton Asymplomatic; dirical or Alterad mating Mabits; coughing | Dyspres and pnzumants Le=-threatenimg respiatory or | |Desth
diagrostic phservations only; or oo ing apisoces after sating | symptoms [E.g., aspiration hemodyramic compromise;
Inferveniion not indicated or syalosing: medical pneumonial; hospitakzation Infubaion or urgent infensention

intereention indicabed (=g, indicai=d; unabie to aliment Indicabed
suction or corppen| orally

Definion: A disorder characisrized by Infalation of solds or Iquids Into e lungs.

Almjecasis Azympiomatic; dinical or Symplomatic [e.g., dyspnea, Owygen Indicated; Lie-threatening respiralory or - | Death
diagrostic ohservalions onby; tough; medical iIntervention rospiaization or ekectie hemodyramic compromise;
Infzrvenson not indicated ndicated (=g, chest operaive InErenbon indicabed | nSulbaton or ungent imensention

physiotherapy, suctioning; =g, stent, laser Indicafed
bronchosoopic suctioning

Definion: A disorder characiedzed by the milapse of part or the entire kng.

Bronchial fishila Azympiomatic; dinical or Symplomatic; tubs Severe symploms; Briting seff | LMs—threatening conssquences; | Death
diagrostic ohssrvations only; Toracostomy or medca care ADL; endoscopic or urgent operaive Intereention
Inferveniion not indicated management indicated; ImEng | operative inbervention indicated | with Soracopiasty, chronic opsn

nstrumental ADL {29, stkent or primary dosure) | drainage or muEpie
thomcoiomies indlcabed

Definiion: A disorder characierized by an abnormal communication betwesn the bromchus and another organ or anatomic site.

Bronchial obsfrucion Azympiomaic; dinlcal or Eympiomatic {=_g., mid Bhorimess of breafh with sirdor; | LFe—threabening respiralory or Ci=ath
diagrostic ohssrvations only; wheszing | endoscopic endoscopic ImEnsention hemodyramic compromise;
rfzrvanson not Indicated mvaluaton indicated; ndicated (e.g., |azer, shent Irfukaion O ungenk ImeEnsention

radicpraphic evidences of plapement) Indicafed
sieleciasisiobar colapss;

medical management indoabed

(=g, shepids, onchodlators)

Definiion: & disorder characisrized by biockage of & bronchus passags, most often by bronchial sscrefons and sxdates

Bronchial siricturs Asymplomatic; dinical or Symplomatc (e.g., fonchi or | Shodness of breath with stidor; | Le-threabening respratory or - | Death
diagrostic ohservalions onby; wheszing ) but without endoscopic Imensention hemodyramic compromise;
Inferveniion not indicated respiratory disress; medica Indicated (e.g., laser, shent Infubaion or urgent infensention

intereention indicabed (=g, plapsment) Indicabed
stercids, broncicd iators ]

Definion: A disorder characisrzed by & namowing of the bronchial fubes.

Bronchopisural Nzt Azympiomatic; dinical or Symplomatic; tubs Severe symploms; Briting seff | LMs—threatening conssquences; | Death
diagrostic phservations only; Ty or medca cane ADL; endoscopic or urgent opemve Inkeraention
Inferveniion not indlcabed intereention indicabed; ImHiing operaive intkervention indcabed | with Soracopiasty, dhronic open

instrumemntal ADL &g, stent or primary dosune) | drainage or muEple
thomcoiomies indlcabed
Definiion: A disorder characisrized by an sbrormal communication betwesn a brorchus and e pleumal cavly.
Bronchopulmonary hemorhage | Mid symploms; iInberesntion rot | Modersie symploms; medical | TransSusion, mdiciogic, Lie-threatening respiralory or - | Death

Incicated

Inberaenbon Indicated

Definion: A disorder characiedzed by bizeding from the bronchial wal andior lung parendhyma.

EndosCopic, of oparatie
Imervention Indicated (e.0.,

hemodyramic compromise;
InBukafion OF ungent mensention

Femosiasis of bieeding sk

Inclicabed
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Srade
Adverss Event 1 2 2 4 B
Bromchospasm Kild symploms:; Inbereention ot | Eympiomatic; medical LUimEng s=ff care ADL; conppen | LB=—threabening respiraiory or Dieath
Indlcated intervenbon indicabed; Imiting saturabon decreased hemodyramic compromise;
Instrumenial ADL Infubaiion or unpeni meneention
Imdlicated

Defniion: & disorder charscdertzed by a sudden confracion of the smooth muscles of the bronchial waill

Chyoforar Asympiomatc; dinlcal or Eympiomatic; thomoeniesls or | Bevere sympioms; sleciwe LE=—threabening respiraiory or Dieath

diagnostic ohservalions only;
Inberveniion not indicaten

b dralnage Indicaied

operafive Intersenton indicabed

hemodyramic compromise;
Inbubafion or ungent imensention
Imdcated

Definion: A disorder characierzed by milky plewral efusion (abmormal collecion of fluld) resulting ffom accumalabon of lempl fuld in the: plewral caviby.

Cougn

Definion: A dsorder characierdzed by sudden, often repetitie, spasmodic confradion of the Twormdc casity, resuiting in violent release

by & distincive s,

Mid symploms:; ronprescription
Irfervenion Imdicated

Moderaie sympioms, medical
nterienton indicated; Imiting
instrumenial ADL

Seyere sympioms; Bmitng seff
care ADL

of air from the: kengs and ususally accompanied

Cryspresa Shoriness of breath with Shoriness of breath wih Bhorimess of breaih aff res; LE=—threabening consequences; | Death
moderabe eperiion minimal exerdon; [Imiting imiting seff cans ADL urgent imieneenion ndicated
nstrumental ADL
Defniion: & disorder charscertzed by an uncomforable sersation of difficulty breathing.
Epkiaxis Kid symploms:; inbereention not | Moderais sympioms; medical Transtssion, radiciogic, LE=—threabening consequences; | Death

Iracli cated

Defnion: A disorder characierzed by bleeding from the nos=.

intervenbon indicabed (=g,
raxsal pcking, cauterzation;
opical vasoconsiricion)

endosoopic, or operathe
imervention indicated (e.g.,
FrEmostass of bieeding ske)

urgent imieneenion ndicated

Hiccups

KMid symploms; Inbereention not
Il cated

Moderaie sympioms; medical
nt=rrention indicated; Imiting
nstrumental ADL

Bevere symploms; inierfering
with sieep; Imiting s&f care
ADL

Defnion: A disorder characierzed by nepeabed guip sounds that resul from an ievoluniary opening and closing of B giotils. This s afrbuted o a spasm of the diaphragm.

Heoarzaness

Defindon: A dissnier chansciertzed by harsh and raspy volos artsing from o spreading o the lann.

Mid or imemitent i
crange; fully understandabie;
seff-resohes

Moderaie or persisbent volce
changes; may neguire
ocrcasional repettion bt
undersiandabie on idephone;
medical evalabon ndicated

Severe voloe changes Induding
predominantty whispensd
speech

Hypoxia - Decreased ouygen safuration Decreased oxypen salumdon at | L=—threabening ainwagy Dieath
Wi exeise (e.g., pulse rest (e, puise oximeter <88% | compromise; urgent intervenion
oEimeter <88%); Intemmitent or Prl2 ==55 mm Hg) Imlicated £, tracheolomy or
supplemental ouygen Iritation |

Defniion: & disorder charsderized by a decrease in e leved of orygen In e body.

Laryngeal edema Asympiomatic; dinical or Sympiomatic; medical Stridor; respiratory distness; Lee—threatening sinway Death

diagncestic ohzervations only; nterrenton indicated (=g, rospEaltzation indicated compromise; ugent intervengon
Inbervenion not indicated dexamethasons, spinsphine, Imlicated £, tracheolomy or
mihisamines) IRbubadion |

Defniton: A disorder charscdertzed by sweiing due i an excesshe accumulation of fuid in S lanme.

Laryngeal Sstula Asympiomatic; dinical or Sympiomatic; tube Severs sympioms; Bmiting seff | LMe—threatening consequences; | Death

diagnoestic ohservalions oniy; Tioracostomy or medcal care ADL; endoscopic or urgent operative Inberesrtion
Infervenion not ndicated manssperment indicated; miing | operadive Inkereention indicated | indicated ie.g., thoracoplasty,
nstumental ADL (&g, stent or primary dosure)] | chronic opeEn drainage or
mulipie Somaootomies)
DefAniton: & disorder charscerized by an sbnormal communication between the laryer and another organ o anatomic she.
Laryngeal Femohage Mid cough or trace hemoptysis; | Modersie symploms; medical | Transtusion, radiciogic, Lee—threatening sinway Death

larymposoopic Tndings

D=finion: A disonder charscierzed by bieeding from the arym.

Intersenbon indicabed

endoscopic, or opsratie
mizreention indicaied (2.0,
Femostasis of bissding she)

oompromise; ugent indervendon
Indicatedd e.g., rchetomy ar
Infubaion)

Largngeal iInflammason

Mid sore throak, respy Woke

kicderaie sore Eroatl;
araigesics Indicated

D=finiEon: A disonier charscierized by an nflammaton imoiving the B,

‘Devere throat pain; sndosoopic
=neertion indicai=d
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Grade
Advercs Event 1 2 2 4 &
Laryngeal macosiis Endoscopic Trdngs oniy; mild | Modersie discomiort; aitensd SEvers par; sEverey absred LMe-threatening ainsay Death
discomior! with mormal intake oral Intake eatingswallowing; medical oompromise; wgent infervenion
int=neention indicaied Indicaied ie.g., tacheoiormy or
Infubaton )
DefniSon: & disonder charascierzed by an nflammaton moiving the MEcous membrane of e (arm
Laryngeal obsinuction Azympiomaiic; dinical or Eympiomatic (e.g., nolsy aibeay | LimEng ss=if care ADL; shridor; LFe—threabening conssquences; |Death
di=groestic pbservabons oniy; breathing], but causing no endosoopic intensention urgent intervenion indicabed
Inierveniion not indicated respiratory dsiress; medical ndicated (e.g., shenk, laser
maresperment indicated (&g,
sherolds); ImEng Insinamenial
ADL
DeniSon: & disonder charscierzed by hioCkage of the: larynpeal airsay
Laryngeal stenosis Asympiomatc; diricsl or Sympiomatic (e.g., noisy ansay | Liming ssif care ADL; siidor;, | LMe-threatening consequences; |Death
diagrestic observalions only; breathing], but causing no endosoopic intensention urgent intereenfion iIndicated
Interveniion not indicated respiratony dstress; medical indicaied (e.g., shenk, laser)
maresperment indicated (&g,
stemids)
Definion: A disonder charscierzed by a namowing of the lanmgeal ainvay.
Laryngopharmgeal dysesthesia | Mid symptoms; no anmesy; Moderaie symploms; mid Bevers symploms; dyspreas and | Li=-threatening conssgquences | Death
Inierveniion not indicated aroiety, but no dyspnea; short | | sealowing difiouty; Imiting seif
duration of obsenation and or | cane ADL
arorolytic Indicated; limiting
nstumental ADL
Definiion: A disonder charscierzed by an uncomfortable persistent sensation in the area of the Bryngopharm
Laryngospasm - Translent eplsode; Iniervenfon | Recurent episodes; Persisient or sevens eplsodes Ci=ath
not Indicated roninvashe interventon assodated with syncope; ungent
indicaied (e.g., breathing Inferveniion Indoated ie.g
Eechnigue, pressare point foeroptic laryRgosoogy,
rass=Npe Infubafion, bolox Injection|
Definion: A disonder charscierzed by pamyysmal spasmodic muscular contraction of the vocal conds.
Medlastinal remorhage Radiciogic evidence only; Moderaie symploms; medical | Transtusion, radiciogic, Lee-threatening conseguences; |Death
minimal sympiores; InfervenSion |inkersenbon indicabed endoscopic, or decthe urgent intervenSion imdicated
not indicaied operadve Intervention indicabed
(9., hemostass of bieeding
she]
Definion: A disorder characierzed by bleeding from the medastinam.
Masal congesdon kid symploms:; intereention mot | Moderais sympioms; medioal Associsied with bioody nasal - -
Imdicated nterenton indicated discharge or epistars
DefniSon: & disonder charscerzed by obsinoecion of Se Resal pessags dus o mucosal sder
Fharngeal fzoua Asympiomatc; diricsl or Sympiomatic; tube= Bevers symploms; Imitng seff | LM=~threalening conssquences; | Death
di=groestic pbservabons oniy; Foracostomy or medca care ADL; endoscopic or urgent intervenion indicabed
Inberveniion not indicaied intervenbon indicabed; Imiting operadve Intervention indicabed
nstumemntal ADL {e.g., stent or primary dosune)
DefniSon: & disonder charscierzed by an abnormal communication betwesn the pharyny and another organ or anaiomic site.
Fharyngeal hemomhage kid symploms:; intereention mot | Moderais sympioms; medioal Transiusion, radickogic, LFe—threabening respiratory or Ci=ath
Imedicated nterenton indicated endoscopic, or operative hemodyramic compromise;
mtervention indicated (=g, Infubaition o unpent IEnsetion
Femostasis of bleeding sk Idcated
Definion: A disonder characiernzed by bieeding from the phansmo.
Fharmgeal mucositis Endascopic fndings oniy; Moderaie pain and anaigesics | Severe pain unabie to Lee-threatening conseguences; |Death
minimai sympiores with normal | indicated; alered ol intske; adequately alrent or bydrate | urgent intenention indcabed
oral Iiniaike; mild pain bt ImEng rstumental ADL orally; Bmiting seif cans ADL
anakpesics not iIndicated
DefiniSon: A disonder charscierzed by an inflammation imichving the mecous membrane of e plarym.
Fhargngeal pecmsis - - nabilty bo alment adequately | LE=-threatening conssquences; | Death

by (3 ract; lube fesding or TR
indicaied; radiciogic
endosoopic, or operathe
Imt=ry=ntion Indicated

urgant operatve Inbermntion
Imdicated
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Respiratory, thoracic and mediastinal disorders

Grade
Adwercs Event 1 | 2 £ 4 B
DefinBon: A disorder characierzed by a necnofic process occurming In e pharm.
Fharmgeal sienosis Asympiomatic; dinical or Eymplomatic (e.g., notsy alnway | Uming seif care ADL; siridor;, | L=-threatening ainsy Death
diagrostic Dhssrvations only; breathingl, but causng no endosoopic imenention mompromise; Wgent nbervenion
Infizrvenison not indicated respiratory disiress; medica ndicaied (.., stent, laser) 4
maragerent Indicated (e.g.,
sterolds]; ImEng Insmamenial
ADL
DefnBon: Adisonder characierzed by a namowing of the phanmp=al aireay.
Fharmgolaryngeal pain MEd pain Moderaiz pain; limiting Severe pain; Imiting seff cans - -
nstrumental ADL ADL
Defniion: A disorder charscierzed by marked dscomfort sensaion in e pharmgolarymgeal region.
Fleural ==usion Asympiomatic; dirical or Eymplomatic; intervention Symphormaitic with nespirainny Le-threatening respiratory or - | Death
diagrostic ohservations onby; indicated (=g, duretics or disiress and hypouia; surgical | hemodymamic compromise;
Irberventon not indicated Imied therapsutc mienvention induding chest ibe | InfubaBion or ungent Inensention
Toraceniesis) of peurcdesss indicated Incicated
Defniion: A disorder charscerzed by an inorease in amounts of Suld within Se pieural clty. Sympioms Rckde shorness of breath, oough and marked chest dsoomiot.
Fleural hemomhage Azympiomaic; mid hemormiage: | Eympiomatic or associaied with | =000 mi of biood evacuabed; LF=—threatening respirabory or Ci=ath
confimmed by thomcentesis presumoitoray; chest tube persistent biesding (150-200 hemodyramic compromise;
drairaep= indicabed mifhr for 2 -4 hrl; persisbent Infubaiion or ungeni Imtensention
ransfusion indicated; sectve | indicated
operative intervention Indicated
Defniion: A dsorder charscierzed by bizeding from the piearal canity.
Fleuriic pin MEd pain Moderal pain; [imitng Severs pair; Imitng seff cans - -
instrumental ADL ADL
Defniion: A disorder charscierzed by marked discomfort sensaion in e pleun.
Frneumons Azympiomaic; dinlcal or Symplomatic; medical Bevere sympioms; Imiting seff | LFe—threabening respirabory Ci=ath
diagrostic ohservations onby; ntereenton indicated; Imiting | care ADL; oxygen indicated compromise; ugent indervention
b=rveniSon not Indicated nstumental ADL nclicated {e.g., tadhectomy o
Iniuafon |
Definiion: A disorder charscerzed by Inlammation focaily or difusely affecting the lung panenchyma
Fneumathomx Asympiomatic; dinical or Eympilomatic; intervention Sciercals andior operatve Lfe-threatening consegquences; |Death
diagrostic Dhssrvations only; ndicated (= g, fube placsment | menention indicated; ungent im=nenton Rdcated
Infizrvenison not indicated wihout soEmsks) rospEalization indicated
Defniion: A disorder charscerzed by abnormal pressnce of ar in the: piearal cavity resuiting in the oollspse: of te ueg
Fosinasal drip kild sympioms; inbereention not | Moderaie sympioms; medical - - -
Irdlicated ntersenton Indicabed
De=fnBon: A disorder characierzed by enoesshie munows sscrefon in fe back of the nasal cavity or throat, causing sors fhoad and'or oughing.
Froductive cough Cecasionaiminimal production | Moderate sputum procuction Fersistent or copicus production | - -
of st with cough ImEng irstrumental ADL of sputun; Imbing s care ADL
Defniion: A dsorder charscierzed by expeciomabed secrefions upon coughing.
Fulmonary sdema Radiniogic findings only; Moderats dyspnea on sxerion; | Severs dyspnea or dyspnea at | Ls-threatening resprstony Death
minimal dyspreea on exerbon medical inieneniion indcaied rest oxygen indicaied; limEng | compromise; urgent Infervenion
ImEng instrumental ADL sel cane ADL oF Imtubation with veniSistory
support Indlcaied
Defnion: A disonder charscierzed by accumuiabon of fuld In the lung Bssues that uses a disurbance of the gas exchange that may lead to respiraiory failure.
Fulmonary sk MEd hypoaremia; radiciogic Moderais hypoxemia; evidence | Severs hyporemia; svidencs of | LSs-threatening conssquences | Death
pulmorary fibmsis <25%. of lung |of puimonarny yperiersion; right-sided Feart falure; = g., hemodyramicpalmonarny
wolume radicgraphic pulmonary fibrosls | mdographic puimonary fibrosis | complications T iIntubation with
25 - 5% =Z0 - TE% venglstory supnorn indicxi=d;
radographic pulmonary Shroels
=TE% with savens
honeycombing
DefnBon: Adisorder characierzed by the replacement of the ung Bssue by connecive Gssue, =ading io progressive dyspnea, respiaiony fallure or ight heart falune
Fulmonary f=hua Asympiomatic; dirical or Eymplomatic; tube LimiEng =t care ADL; Lie-threatening conssquences; | Death

dlagrostic ohservaiions oniy;
Infzrveniion not ndicated

Foracostomy or medica

manaspement indicated; ImEng
instrumental ADL

endosoopic sienting or
operafive Intersention indicated

urgent opeaive Inbereention
Imclicafed

72




Respiratory, thoracic and mediastinal disorders

Erades
Adverce Event 1 | 2 I 4 B

Defniion: A disorder charsdertzed by an abnormal communication betwesn the: lung and ancéher organ or anatomic site.
Fulmonary hypetension Minimal dysprea; Sndings: on Moderaie dyspnea, ough; Severe symploms, associated | LMe-threabening sinvay Death

physical Exam or oifer requUiFing ewmknaiton by candlac | with hypooemia, right heart CONSEQUENDES; gent

evaluation mtheterization and medica falkure; orygen indicabed Interveniion indicated (e.0

ntereention fracheotonmy or Inbubation

DeAniion: A disorder charscerized by an norease in pressore wikin te pulmonany circulation due o uRg o hear disonder.
Fiespiratory falure - - - LEe—threabening conseguences; | Death

urgent ImensenSon, Rtubation,
or ventialony support Indicabed

DefinBon: A disomder charascerizad by mpained gas sxchamngs by the respirafiory system resuling n hypovemia and a deresse In coppenaion of the tssues that may be associabed

with an Imcrexse In arierial levels

of carbon dicxide

Fsfingic acd syndnome

Fluid retention; <3 kg of weight
galr; Ink=nsemtion with fuid
re=siriciion andéor diuretics
Irdlicated

Moderate signs o symploms;
shercids Indicabed

Sevars symplomes;
Fospialization iIndicabed

Defnion: & disonder characierzed by weight gain, dyspnea, pleural and pericardial effusions, eubscyiosls andior renal faliune original

Lie-threabaning consaguances.
wengiatory support indicated

De=ath

y describad In pabents treated with al-rans

retinoic acid
Sinus dizonder Asympiomatic mucosal orusting; | Symplomatic stenosls or Stenosis with significant nazal | Necrosis of soft Hzsues or bone; | Death
iooc-tinged seomEtons sdsTATATIWINgG Nhertering obstuction; limiting = cane ungent operatve Intersmtion
with alrfiow; ImEng Insimamenial | ADL Inclicafed
ADL
DefAniion: A disorder charscertzed by ireohement of the paranasasl sinuses.
Bleep aprnea Snoring and nociumal sieen Moderais apnea and oaypen Chrypen desafuration; Cardiovasoular or Ci=ath
arcusal without apneic perods | desahiaiion; encesshie dayime | associsted with hyperiension; | neuropsychiairic symploms:
siespness; medical evaluation | medical intervention indicated; | ungent operatve Interetion
indicaled; limitng Insirumental miting seff care ADL Inclicafed
ADL
Defniion: A disorder charsdertzed by cessation of breathing fior short pericds during skesp.
Bneezing kild sympioms; inbereention not | Moderai= sympioms; mediocal - - -
Inclicabed intervenbon indicabed
Defniion: A disorder charsdertzed by the nvokn@ry expaision of air from the: nose
Zore Sroat MEd pain Moderalz pan; [miting Severe pain; Imiting seff cars - -
instrumenial ADL ADL; limiting ablity o swaliow
Defniion: A disorder charsdertzed by of marked dscomfort in the throat
Siridor - - Respiraiony distess [mitng self | Lf=-threabening sinsy D=ath
care ADL; medical inbervention | compromise; wgent Infervenion
ndicated Incdicatied i&.g., tachectomy or
Iniuaiion |
DeAniion: A disorder charscertzed by a high piiched breathing sound due b ryrgeal o Upper ainvay obsirucion.
Tracheal fistula Asympinmatic; dinical or Sympiomatic; hube Severe symploms; Bmiting seff | LMe-threabening consequences; | Death
diagrcstic phservations only; Tioracostony or medca care ADL; endoscopic or urgent operative Intersemtion
Inbervenion not ndicabed nterention indicated; Imitng | operatve Intervention indicated | IRdicated (=g, thoracopiasty,
nstumental ADL (.., stent or primary dosure) | chronkc open dainage or
mulipie Soracotomies)
DeAniion: A disorder charscerized by an abmormal communication bebsesn the: raches and anoier gan or aRsiom ic she
Tracheal murosks Endosoopic firdngs only, Moderais sympioms; medical | Severs pain; hemorhage or Lfe-threatening conssquences; | Death
minimai Femoptysis, pain, o ntersenton indicated; Imiting | respiratory symploms; imiting | ungent imenention indcated
respirainry sympioms nstumental ADL el cane ADL
DeAniion: A disorder charsdertzed by an inflammation imohing the mucous membranes of Se e,
Tradheal sienoslks Azympiomaiic; dinlical or Sympiomatic (e.g., nolsy ainway | Siidor or respimiony disiress LF=—threabening ainsvay Ci=ath

diagrostic phsarvations only;
RfsrvanSon not indicated

Defnion: & disorder charscisrzed by 3 narmowing of the taches

breathingl, but causng no
respiratory disiress; medica
management indicaied (e.g.,
stemids]

miting seff cans ADL;
endosoopic Imenention
indicaied ie.g., S=nk, laser)

Dompromise; et interventon
Inclicaied (=g, tracheciomy or
Inbubaiion

73




Respiratory, thoracic and mediastinal disorders

Srade
Advercs Event 1 2 ] 4 B
Wokce alteration MBd or intemitient change from | Moderate or persistent change | Severe volos changes Induding | - -
namal waloe fom nomal volcs; stil predominantty whispensd
undertiandahie speeci; may require frequent
repeSition or face-io-face contact
for umderstandabi iy, may
require assistive technology
Defnion: A disoder charscisrzed by a change In B sound andéor speed of e woike.
‘Wheezing Deteciable arway noise wih Moderai= sympioms; medioal Bevere respiraiony symplioms LEe=—threabtening conssguences; | Death
minimal sympéores Intervenbon indicated; ImHing miting seff care ADL; ouygen ungent ini=rvenfion indcated
nstumental ADL therpy of hospRalization
indicated
DefinSon: A disonder charsdsrized by a high-pitched, whisting scwrd during breathing. | resuits from the namowing or cbstruction of the respiraiony aiPsays.
Fiespiraiory, thomdc and Asympiomatic or mid Moderai=; minimal, local or Bevere or medically signficant | LB=—threabening conssguences; | Death

medlastinal disorders - Ofher,
spedfy

symptoms; cinical or diagrostic
oirservaiions only; InkEnetion
not Iredicated

noninvasive imenention
ndicated; limitng age-
appropriate nstumental ADL

but not Imredabely [Fe-
threatering; hospitalzaton or
proiongation of sxisting
FospEalization indicabed;
dizabiing; limiting setf cars: ADL

ungent ini=rvenfion indcated
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5Skin and subcutaneous tissue disorders

Srads
Advecs Event 1 2 ] 4 ]
Alopecia Halr loss of <50% of nomal for | Har ioss of =50/ nomal for - - -
thart imciwidual Bt 15 mok st Individual that s ety
otrvious from a distance but only | apparent io others; a wig or hair
on Ciose Inspechon; a diferent | piece & necessary I the patent
halr siyle may be reguined bo desines o complebeiy
Dover e hair loss but ¢ does Amouliage e Fair oss;
not reguine a wig or halr plece io | assodaied Wi peychosockl
mouiage mpact
Defnion: Adisonder characisrized by a decrease In densEy of hair compared o mormal for a given individual at a ghven age and body locafion.
Body odor Mid pdor; physidan intervention | Fronounced odor; psychosocksl | - - -
not indcafed; s=F cans impact; pafient sesks medcal
Inkerveniions nteriention
Defnion: A disorder characerized by an abmormal body sl reslting from e growih of baderda on the body.
Bulous dematiis Asymplomatic; bilsters covering | Elisters covering 10 - 30% BSA; | Blisters moyerng > 30% BEA; Blisters covering =30% BEA; Death
<iD% B2A painful bilshers; [miting mriting seif cans ADL assodabed with fuld or
nstumental ADL Eeriroiyte abmormailtes; U
care or burm uni Inckcabed
Definion: A disorder characiezed by iInfammation of the skin charcterzed by the presence of bulae which ane Sled with fiad.
Dy skin Covering <10% ESA and no Caovering 10 - 30% E24 and Covenng >30% B34 and - -
aszodated erythema or prorius | assodated wih erythema or associated with prartus; Bming
prurftus; Bmiting Instrumesnts seff cane ADL
ADL
DeAniion: A disorder charcismned by faky and dull skin; the pores ane genemally fiee, e Eiure s a papeny thin b
Erythema mutiforme Target lesions covering <10% | Tanpet lesions covering 10 - Target esions covering =30% | Targef lesions overng =30% | Death
BEA and not assodated with 30% EEA and assoclated with | B84 and amsocisted with ol or | BEA; associated with fuid or
skin endemess. skin iendemess penital eroslons secinoiyie abrormailities; KU
e OF burm unit inckcated
Defnion: Adisonder characisrized by target leslons (a pink-ned ring amund a pale cenber].
Erpthrodera - EryTema covering =50% B34 | Erythema covenng =30% B2A | Erythema coverng =50% E34,  |Death
without associaied sympioms; | with assodabed symploms {e_g., | with assodated fuld or
ImEng rstrumental ADL pruries or bendemess); Iming | secobybe sbrormailites; U
e care ADL care or burm uni Inckcabed
Defnion: A disorder charsciedzed by generalzed Inflammatony erythema and xfoliafion. The infarmmatory process invotves > S0% of the body suface area.
=at afrophy Covering <108 BSA and Caowering 10 - 30 EBA and Caonering =314 BEA - -
asymptomatic associated wih erythema or associated with erythema or
emdemness; ImEng rsinemenial | Endemess; Imiting setfcane
ADL ADL
Definion: Adisonder characisrized by shrinking of adlipose Hssue.
Hirsutism In women, increase in iEngth, In women, Increass in engih - - -
thickness or density of Fair in a | fickress o dersity of hair ina
male dsiribation that the méent | male distribution Bt requires
Is. abike bo camouTiage by daily shaving or consistent
perodic shavwing, bieaching, or | destnucthe means of Fair
rermoval of hair removal b xmouiage;
associated wih paychosock
mpact
CednEon: A disorder charscierized by the presence of excess halr grows® in women in anatomic shes whene growth |5 conshdered o be & secondary male charscterisiic and wmder

androgan control (beand, mousts,

che, chest, abdomen)

Hyperhidrosks

Limibed i one e (paims,
soies, or axilas]; seff cans
Inkerveniions

Definion: Adsonder charscisnzed by excessive perspiration.

Irreohving =1 site; patient sesks
medical intervention; assodated
with peychasocial Impact

Genemlzed ivobing skes
other o paims, soies, or
ik xzsocizied with
siecirniylshemodynamic
mbalance
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Skin and subcutaneous tissue disorders

Grads
Adveres Event 1 2 ] 4 B
Hyperrichosis Increase in length, thickness or | Imcresxse inlength, thickness or | - - -
density of hair Sat the pablent Is |density of hair at l=ast on the
eier able o camoudage by usual exposed areas of e
perodic shaving or removal of | body Faoe (not Bmked o
hairs or ks not concemed beard'moustache anesa)
enough about Fe overgrowih 0 |pius'minus ams] fat requines
= any form of hair nemova Tequent shaving or use of
desinactive means of Fair
removal b camceriage;
associaied wilh psychosocia
mpact
Defnion: A disonder characierzed by halr density or length beyond the accepted Iimits of nommal In @ particular body region, for a paricular age or mce
Hypohidrosis - Sympiomatic; ImEng norease in body bemperature; | | Heat sToke Death
Instrumental ADL rmiting seff can= ADL
DefnSon: A dsonder characierzed by reduced sweating
Upohyperrophy Asympiomaic and coverng Covering 10 - 30% E2A and Conesing >30% B2A and - -
=10% B3A msocaied iendemess; ImBng | associabed fendemess and
nstrumental ADL rarcobics or NSAIDs Indicated;
pofypertopsy; Imiting ser
care ADL
CefinEon: A disonder characerized by hyperirophy of the subtuianecus adposs fssue at the sibe of muliple subousfaneous Injeciions of iInsulin,
Mail discoloration Asympiomatic; dinical or - - - -
diagrostic ohservatons onby;
Interveniion not ndicated
Dednion: A dsonder characierzed by a change In e color of the nall plate.
Mall loss Azympiomaic s=pariion of the |Eympiomatic s=paraiion of the - - -
nal bed from the nal plate or il bed from the nal plaie or
nal loss il loss; Bmiting Insrumenta
ADIL
Cefinon: A disonder characerzed by loss of all or a porton of Fe nal
Mail ridging Asympiomatic; dinical or - - - -
diagrostic chservations oniy;
Interveniion not ndicated
Dednion: A disonder characierzed by vertical or horizontail ridges on the nals
Fain of skin kild pain Moderate pain; limiting Bevere pain; Imiting seff cares - -
nstrumental AL ADL
DedniEcn: A dsonder charscerzed by marked discomfort sensaSon in e skin
Falmar-plantar Kirimal skin changes or E&in changes ie.g., peding, Bevere skin changes (9., - -
enihrodysesthesia syndrome | dermalitis e.g., erythema, bilsters, bieeding, edema, or peeiing, blisiers, biesding,
edema, or hyperieraiosis] hyperkemiosis) with pain edema, or hypereemaloss) with
without pain ImEng Instrumental ADL pain; ImiEng saif care ADL
Cefinion: A disonder charaderized by nedness, marked discomiort, saveling, and tingling In the pals of the hands or e soles of the feet
Feriorbliial edema Soft or non-pitting Indurzied or piEng edema; Edema assoclabed with wisaal - -
opical imenvenSon Indicaied disturbance; Intreased
ntraccuiar pressune, glaucoma
or retiral hemomage; opic
neuritls; diuretics indoated
operafve Inbrreention indicabed
CefAnSon: A disonder charsdierized by swellng due i0 an excesshie accumuizdon of fuid anand the oits of e face.
FhotosersEvEy Faniess erythema and Tender erythema covering 10- | Erythema covering >30% BEA | LMe-threabening consequences; |Death

erythema myering <10% BSA

0% BEA

and erythema wih bilstering;
phomsensity; oral
ooricosienid therapy Indicabed;
pain control Indicated (B9,

DefnSon: A disonder charsciertzad by an ncreass in sereshiviy of the skin o lighe

rarcobics or NSAIDs)

urgent infenseniion indcaied
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Skin and subcutaneous tissue disorders

Adverse Event

1

D=fnion: & disorder characisrtzed by an intense ftching s=nsation.

Mid or iocaied; opical
IRlervenion IRdicated

Rierse of widespread;
niemmittent; skin changes from
soralching (=g, sdema,
papaiaton, sxooriafons,
Ichenification, cozingonusis];
oral Inbkereention indicak=d;
ImEng ircstrumantal ADL

niense or widespresd
constant; lmiting s=i cans ADL
or siesn; oral corioostencid o
mmunosuppressve therany
indicaizd

Fumura

DefinEon: A dsorder charscerzed by hemomhagic sress of the sk

Combined ares of esions
oovering <10% 24

and evemiaslly become & brownish-yelow color.

Combined anss of i=sions
covering 10 - 30% BEA
beeding wkh e

Combined anea of =sions
oovering >30% E2A;
spontansous blesding

N ared maKous membrane. Mewer lesions appear reddish i oolor. Older lesions are usually 3 darker DUmHE coHor

Fash acmeifor

D=fnion: & disorder characisrtzed by an sruption of papules and pusties, hyplcally appeanng in fac

Papuies andor pustuies

oovering <10% B34, which may
or may not be associated wis

symploms of pruriss or
bendemess

Papules andior pushiles
covering 10 - 30% BEA, whichi
My or may not be assocated
with symptoms of prurtus or
ferdermess; azsoclabed with
psychosocal Impact; limiting
instrumental ADL

Fapuiss andior pustuies
oovering =30% E3A, which may
or may not be assodabed with
FyTptoms of prurtus or
endemess; limiting seif care
ADL; assockied with local
superinfection wih ol
antibicScs imdicated

&, sCalp, Upper chest and back

Papuies andior pustuiss
covering any % E2A, which
may or may not be assodated
with sympiomes of prartus or
Eendemess and are assoiated
with exbensive superinfecion
with IV antibkciics mdicated; IHe-
threatening cONSEqUERCES

Dezxth

Fash maculo-papular

Defnion: & disomer characisrtzad by the presance of macuss (fiaf) and papuies (sevatsd) Ao KRowne &5 morbiifors rash, it is one

Maruiespapuies covering
=10% B3A Wil or wilout
symploms {e.g., prurius,
buming, tighness)

Maculesipapuies oovering 10 -
3% BEA with or without
symplomes (eg., prurfus,
taming, Shtnezs); lmting
nstrumental A0L

mpmnts, freguenty a%acting S upper Funk, spreading centripetally and assocated wih prorfus.

Macubspapuies oovering
=30F% E2A with or withowt
associabed sympioms; ImEng
e cane ADL

of T mcst Common CUlansous adwerss

Scalp pain

Kid pain

Moderais pain; limiting
instrumental ADL

Severe paln
ADL

imiting seff cans

Dafnion: & disorder charsciertzed by marked discomfort sensafion In e skin oovening the fop and S back of S head.

2kin atropiy

Covering <10% BEX

assocated with i=angledasiax

or changes In skin color

Cowering 10 - 30% E2A;
associaied with siriae or
admexal stnachure oss

DefinEon: A disonder charaderized by the degeneration and thinming of the =pidermis and dermis.

Covering >30% B2A
associaed with ulcerafion

3kin hyperpigmantaton

Hyperpigmiantason covering
<10% B2A; o pychosocls
Impact

Hyparpigmantation covaring
*10% BEA; associated
pspchosocial Impact

De=4nion: A disomer characiestzed by darkening of the skin due to eycessive melanin deposBon.

B3kin hypopigmeniation

Hypopdgmeniation or

depigmentation covering <10%.

B2A; no psychasocial mpact

Defnion: & disorder characissrtzad by loss of skin pigment

Hypoplgmeniation or
depigmeniation cowvering =108
E24; aszociated prychcsodal
mpact

Bkin indurabion Fid Incuration, able o0 move: Moderaie indurafion, abés fo Bevere induration, unable o Eeneralzed; associaied with Cizath
skin paralel o plane (shdingi slide skin, unable o pinchi skin; | side or pinch skin; ImEng joint | Sgns or symploms of Impalred
and pemendicular o sXin ImEng Inestrumental ADL movEment oF orffice (e.g., breathing or fezding
{pincihing up) mouth, anws); ImEng seif care
ADL
Definion: A disomer characierized by an area of hamdness in the skin.
Bkin ulceradon Combired area of uoers <1 o | Combined arsa of ulcers 1- 2 Combined anea of ulcers =2 om; | Any siee uicer with exfenshe Cizath

nonbisnchabile erythema of
IRExCE SKin Wit amsociabed
WA oF Ederma

tm; partal ickness skin lcss
Invaiving skin or SubDutaneous
-4

ful-thickress skin loss Imiving
damage o or recrosis of
subDutanecus oo that may

exiend down io fscls

Defnion: A disomer characiestzed by crcumsaribed, Inlammatony and Recrobic emshee lesion on the skin

desfruciion, tasue meorosis, oF
damage 1o mascie, bong, of
SupEsorting structures with or

without 8ull Tickness skin koss
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Skin and subcutaneous tissue disorders

Brade
Advercs Event 1 2 3 4 B
Stavers-Johnson Hmdome - - 3kin sloughing covering =10% | Skin sloughing covering 10 - Diath
E2A with associated signs (e.0., | 20% B2A with associabed signs
arythema, pupura, epider=al | (=g, srythema, pupurs,
detschment amd mucous Epldarmal detachmant and
membrane detachment) muCous membrane

getammant)

Definion: A disorder characierzed by less fan 10% tofal body skin an=a s=parabion of dermis. The syndrome |s Bought o be 3 hypersensBvity compler affecting the skin and the
MUCOUS membranes.

Teangledasia Telangleciasias covering <107 | Telanglediasias covering =10%: | - - -
BEA EEA; associabed with
msychnsocal Impact

Dwfnion: A disardar charscterzad by local distsfion of s=all vessels resufting In red discoloration of the Skin o MUCoUS membranss.

Toxic epldemal rRecroiysis - - - Shin sloughing covering ==20% |Death
B4 with assodated sympioms
=g, erythema, purpura, or
epbdarmal detachmen)

DefinEon: A disorder charaderized by greater fan 30% fofal body skin area sepambon of dermis. The syndrome ks Souaght o be a hypersensiivity complex affecting the skin and e
MUCOUS MEmbrRnes.

Urticara Urticarial l=sions covering <10% | Urticarial lesions cowerng 10- | Urticarial lesions coverng =30% | - -
BEA; opical Intervention 3% BEA; oral IntervenSon B34 IV Imiervention indcaied
rdicated ndicated

DefinEon: A disorder characerzed by an bchy skin snapbion chamcterized by wheals with pake Interiors and wellHdefined red marngins.

2kin and sub<utaneous Bssue | Asymplomatic or mid Mcderaie; minimal, local o Sewvere or medically signficant | LM=—threatening consequences; |Death
disorders - Ofer, spactty symptoms:; cinical or diagRostic |noninvashee intsnention but not Immediabety [fe- urgent intensanton Rdcasd
ohearvations only: Intervention | indicabed; limiting age- threatening; hospitadzaton or
not Indicatesd appropriale nstumental ADL | projiongation of existing

rospEaliration indicaked;
disabling; limiting seff can= ADL
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Social circumstances

Srade
Advercs Event 1 2 k] 4 B
Menopauss MEnODaALSE CODUTING 3% age 46 |Mencpause oOCUTNg at age 40 | Mencpauss oCCUTng befone - -
- 53 pmars of age - 45 yaars of age age 40 years of age
DefniSon: A disorder charactertzad by the parmanent cessadon of menses, usually defined by 12 consecutive months of amenorhea IR @ worman ower 45 years of age
Sewvere or medically signficant | LM=-threatening conssgquences; |Death

Zodal drcumsiances - Sther,
specily

Asympiomatic or mid
sympioms; cinical or diagnosic
Oirservaion s oniy; intenemtion
Nt Imsdicatesd

Moderaie; minimal, kool or
noninvasive iniensendon
ndicated; lmiting age-
approprate nstrumental ADL

but not Imrediakety 1P
threatening; hospitalzation or
proiongaton of existing
rospializabon indicabed;
disabiing; Iimiting seif cans ADL

urgent infereendon ndcaied
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Surgical and medical procedures

Grade

Advwerca Event

2

3

4

Surgical and medica
procedures - Ciher, speciy

Asymplomatic or mid
symptoms; cinlcal or diagnostc
ohEArVASONnT only; InkEnEnton
not imcdlicated

Moderaie; minimal, kool or
neninyvashve Imervenion
indicated; limiting age-
approprate nstuments ADL

Severe or mediolly signiicant
bt not Immediabety 1
threstering; hospialzation or
proipngation of existing
rospEalration indicated;
disabling; limiting seff car= ADL

Lie—threatening ConSequences;
urgent inferveniion indicated

Death
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Vascular disorders

Grade
Adversa Event 1 2 3 4 B
Capllary keak syndrome - Sympiomatic; medica Bevere sympioms:; mieneention | Lfe—threabening consequences; | Death
intereention Indicabed indicai=d ungent intervendion indcabed
Definiion: A disomer charsderzed by leakage of Intravascular fuids into the exravasouiar space. This syndrome |5 chsened In pabents who demaonsiraie a state of genemlz=d
ieaky capilanes fodosing shook syndromes, low-fiow states, Ischemia-nepertusion injuries, eemias, medcations, or poksoning. & can l=ad bo genemized edema and mubipie ongan
‘albhare.
Fushing Azympiomatic; dirical or Moderaie sympioms; medical | Symplomaiic, assoclaed wih | - -
diagriostic phsarvations oniy; ntersention indicated; Imiting | Fypotension andior tacyoardi
Int=rvaniion not indicated nstrumental ADL rriting seff cane ADL
Definfion: A disomer charsderzad by spsodic reddening of e tae.
Hematoma Ml symphoms; Intersention not | Mnimaily nvashe evacuation or | Transtason, mdicogic, LFe-threatening consequences; | Death
i cated mspiration indicated endosoopic, of secte urgent im=renton ndcated
operative Inberaention indicabed
Defnion: A disonder charaderzed by a ncalkred colecion of blood, wsualy cloti=d, in an ongan, space, or Gssue, due D a break in the wall of a blood vess
Hof faskes. Filld symploms; intereention not | Moderaie sympioms; limiting Bevere sympioms; Imiting seff | - -
Inclicated instrumenial ADL cane ADL
Definion: A disonder charaderzed by an uncomforfiable and iemporary sensation of iniense body warmth, feshing, sometimes accompanied by sweaiing upon cooling
HypEmansion Prehyperisnzion (sysioic BF Stage 1 hyperension (sysiolc | Stage 2 hyperiension (sysiolc | LM=-threatening conssquences | Death
120 - 139 mm Hyg or daskolic EF 140 - 158 mm Hg or BP >=1E0 mm Hgor diastolic | (=g., malignant hyperisnzion,
BP 20 - 29 mmi Bl diasioic BP 90 - 55 mm Hgl EP *=100 mm Hglk medical Iransient or permanent
medical intenention Rdcaied; | nfenention indicated; more neumogic defick, hypertenshe
FECLFTENL OF Parmistent (=24 than one dnug or more Intershe | orisis); urgent Intervention
tr=); sympiomatic increase by | therspy than previcusly umsd Il e
>20 mm Hg (dixstolic ) or to ndicated Pedairic: Same as adut
=1£0r90 rmem Hg IF presvicarsty Fedisfric: Same x5 adul
WHIL; momotherapy mdcated
Peciatric: recurrent or persistent
[*=324 hrz) BF =ULN
miorctarany indicated
Definiion: A disomer charscierzed by a pathoiogical IRorease In biood pressuns; 3 repeatecdy sievaiion in e biood pressure sycesding 140 over 30 mm Hy.
HypotEnsion Azymplomatic, inberienton not | Mon-ungent medical inbervention | Medical iRtsrvention or Lie=threatening amd urgent Death
Indicated ndicated hospEaiiration indicated Intervenion indoated
Definiion: A disomer chamcerzed by a biood pressare that s beiow Se normal expected for an individesl in @ ghen emironment.
Lymph ieakage - Sympiomatic; medica Bevere sympioms; rmdologic, LFe—threatening consequences; |Death
intereention Indicabed endoscopic or slective opemabve | ungent inferendon indcated
interyention indicaied
Definion: A disonder charaderzed by the loss of lymph fluld Info the swumrounding Heswe or body @vEy.
Lymphedema Trace thickening or fsint Marked discoloration; leathery | Severe symploms; Imitng seff | - -
discoioration =kini teyture; papdlary fSormation; | came ADL
ImEng irstrumental ADL
Definfion: A disomer charsderzad by Evcesshe fuid collecion In Bxsues ol causes swsling.
Lymphoceie Azympiomatic; dirical or Eymplomatic; medica: Emvere symploms; mdologc, | - -
diagriostic phssrvations oniy; niervention indicated endosoopic oF siective opemate
IRterveniion not indicated FmiErvention indicated
Definiion: A disomer charscerxed by a Cysiic lesion containing lymph
Feripheml lschemia - Eried (<24 hrs) eplsode of Riecwring or profonged (=24 Lie—threatening conseguences; |Death
schemia manaped non- Frs) andlor irvasive intereention | evidenos of end ongan darmege;
surgically and without indicai=d ungent operafve Inb=rvention
permanent delck Il e

Definion: A dsoder chanscierzad by impaired ciculation © an exremEy.

Phiskitis

|P‘I'!:€l1t | -

Dafnion: & disorder charscertzed by infammation of the wall of 3 ven.

Supericial Srombophiebitis

|F'I'E:ﬂ1t | -

De=4niion: A disomer charadertzed by a bicod ciot and Infammation Invaiving a supsrficlal vein of the exremBes
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Vascular disorders

Srade
Adveres Event 1 2 = 4 &
Buperor vena mva syndrome | Asymplomatic; incidenial firding | Symplomatic; medica Smvers symploms; mult- Lfe-threatening consequences; |Death
of BVC Bhrombosis ni=rrenton indicated (=g, modally intervention indicabed | ungent mutt-modasily
anficoaguiation, mdiaton or (&g, anicoagulation Inbervenion indcated (=g
chemotherapy) chemotherapy, radiafon, Iysis, thrombediory, surpeny )
sienting)
DefniSon: A disomder charsciertzed by obsinuction of e biood fiow In the superior vena cava. Signs and symploms InCude sweiling and cyanosis of the tace, neck, and Upper s,
oough, orthopnea and headsche.
Thromboembolc ewent “enous thrombosks (2, Wemous thmombesis (eg., Thromiboss {e.., LE=—threabening ie.g., Death
supesrficial thombosis) uncomplcaied deep wein encomplcaisd pulmonary pulmonary embolism,
Frombosis], medical smbolism [venous], nor-embolc | cerebrovasculsr event, arferial
Intervenbon indicabed canilac mural [afkerial] Insufficlency |; hemodymamic or
thrombers), medical infervention | neunnlogic insiablEy; unpeni
indicaied Iniervenion Indicated
Definiion: A disorder charascietzed by occhesion of a vessel by a frombus that bos. migraied from adisial shie via the blood sream.
Wascultls Asympiomatic, interventon noé | Moderaie sympioms, medical Bevere symploms, medlcal LE=—threabening; evidence of Ci=ath
Indicated Intervenbon indicabed ini=nvention Indicai=d (e.g., periphemnl or viscerd Ischemia;
sismids) ungent intereenfion indicated
DefinBon: A disorder charsdertzed by Infammation involving the wal of 2 vesssl.
‘Wiscemal arterdal Ischemia - Bried (<24 hrs) eplsode of Frolonged [==24 hrsjor LE=—fhreabening consequences; |Death
Eciemia managed medically recuTing symplors andior evidence of emd onpan damage;
and without permanent defici mvashe infervenfion indcisd | ungent operafve Intereention
Inclicated
DefnEon: A dsonier characierized by a decrease I bliood supply due o narmowing or biockage of a wisceral imessnberic) afery.
‘Wascular disorders - Gther, Asympiomatic or mid Moderaie; minimal, local or Bevere or medically signficant | Lfe—threabening consequences; |Death
specify symptoms:; cinical or diagnostic (noninvashve imenention bust not Immediabety 1fe- ungent intensention mdcated
ohservalions onfy; InkEnvention | indicabed; lmiting age- threatening; hospitalzation or
not Indicafed appropriaie nstumenial AGL proiongabion of existing
FospEalirabon indicaked;
dizabiing; limiting seif care ADL
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