The following pages are the CORE CLINICAL DATASET for Ebolavirus disease, developed by ISARIC, in
collaboration with the World Health Organization. This version of the forms was developed in
December 2014. WHO has since updated these forms. Please check the WHO website to find the
most recent version.

The forms are organised in order of priority. Therefore, when resources are limited, data collection
can be reduced as required while maintaining the most critical information to inform patient care
decisions. Definitions and explanations are featured in footnotes where appropriate.

The medication form can be prefilled with prescriptive drug names, doses, times, and circles to
indicate when treatment should be given according to standard care at the site. Laboratory reference
ranges can be adjusted according to the local laboratory.

These forms have been annotated with CDASH variable names. Use of these terms in designing your
database will harmonise the collection formats and structures so that data can be more easily
aggregated and compared across sources, as well as used for regulatory submissions. These names
are compliant with CDISC standards. For the complete Ebola data standards, see the CDISC Ebola
Therapeutic Area Users Guide.

For more information, please contact data@iddo.org


https://isaric.org/
https://www.cdisc.org/standards/foundational/cdash
https://www.cdisc.org/
https://www.cdisc.org/standards/therapeutic-areas/ebola/ebola-therapeutic-area-user-guide-v1-0
https://www.cdisc.org/standards/therapeutic-areas/ebola/ebola-therapeutic-area-user-guide-v1-0

DM = Demographics

HO = Healthcare Encounters

EVD - CORE CLINICAL DATASET

MB = Microbiology
Specimen Collection

VS = Vital Signs

| PATIENT IDENTIFICATION NUMBER: [__J[__J[__1[__1[_1[_]

CE = Clinical

Events

ADMISSION

DS = Disposition

RP = Reproductive System Findings

Facility name:___|

Patient Surname:

Date of admission to this facility (DD/MM/YYYY): [ 11

/1l

SUPPHO.QVAL where
ONAM = FACNAM

Date of birth (DD/MM/YYYY): ==
OR Estimated age [] [_Tyears OR (if<2years) [___1[___] months

Sex: OMale OFemale

BRTHDAT

1/

/2 0__

1 [ROSTDAT |

Facility country: |SUPPHOQVAL where QNAM = FACCOUN

Other names:

(| N | W—

VSORRES/VSORRESU
where VSTESTCD = WEIGHT

If FEMALE: Is the patient pregnant? OYes ONo OUnknown
If PREGNANT: Gestation age of fetus (nearest week): [___
Date of onset of first/earliest symptom (DD/MM/YYYY): |

Weight: [_1[ ][ 1kg ©OMeasured O Estimated

[RPORRES where RPTESTCD = PREGST |

Jl—RPORRES where RPTESTCD = GESTAGE |

| I V] —|

/L2 10 I

1l

[CESTDAT where CETERM = Onset of earliest symptom |

]

Ebolavirus PCR

|MBTEST = EBOLA VIRUS

Sample Collection

Time of

MBORRES where
MBMETHOD =
PCR/gRT-PCR

Result ‘

. Sample type Lab identifier Test kit CT value
Date (DD/MM/YYYY) collection SUPPMB.QVAL where
MBDAT MBTIM OBlood SUPPMB. | | ©Positivel QNAM = CTVALUE
/. J20_ OOther, Specify: MBREFID QVAL ONegative .
— ——— | [MBSPEC | where OUnknown | — — — —
QNAM = —
OBlood KITNAM OPositive
/ /20 OOther, Specify: ONegative .
- OUnknown | = = 7
OBlood OPositive
| __J20____ OOther, Specify: ONegative |
- OUnknown
OBlood OPositive
/ /20 OOther, Specify: ONegative .
— OUnknown

OUTCOME - Complete at discharge or death

Date of outcome: (DD/MM/YYYY) | 11

Final EVD diagnosis: OLaboratory-confirmed OProbable

|74 N |

OSuspect ONon-case

CECAT where CETERM =
EVD Diagnosis

What was the patient’s outcome? OAchieved discharge criteria ODeceased OFled |DSTERM

OTransferred to another facility OUnknown

S~
|.—
N
L
|.—.
o
L
—
I._.
—
I._.

DSSTDAT where DSTERM = Patient
Outcome

If YES: What was the outcome of the pregnancy? OlLive birth

OSpontaneous abortj i i
RPORRES where RPTESTCD = PREGOUﬂ

If YES: Date of pregnancy outcome (DD/MM/YYYY): 11

If FEMALE: Did the patient give birth within the previous 6 weeks? OYES ONO OUnknown

[RPORRES where RPTESTCD = BIRTHYN

Ostill birth

OTermination

/4 N | — V|

| —
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[RPDAT where RPTEST = Pregnancy Outcome

==
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VS = Vital Signs

CM = Concomitant Medications

1
2 . L

Anuria: <100ml urine in prev
3
a

ious 24 hours

Cold hands with finger tip capillary refill > 3 seconds, and weak & fast pulse

Patient Status/groups: A - Ambulatory patients without significant gastrointestinal symptoms
B - Weakness interfering with capacity for self-care and/or vomiting interfering with oral intake

C - Signs of shock

Finger Tip Capillary Refill Time of >2 seconds with decreased urine output, absent tears, dry mucous membranes = moderate dehydration

D - Physician decision to shift emphasis from resuscitative to palliative care due to poor prognostic indicators and/or failure to respond to

therapy
E - Convalescent

® Enteral fluids include oral and/or nasogastric

® Method of parenteral fluid administration: IV:Infusion, IV:Bolus, Subcutaneous, Intraosseous

EVD CORE CLINICAL DATASET Version 10DEC14

EVD - CORE CLINICAL DATASET
CC = Clinical Classification PATIENT IDENTIFICATION NUMBER: [__][__J[__1[_]J[_][_]
|CE = Clinical Events
OBSERVATIONS AND HYDRATION - Complete with events that have occurred since the previous assessment.
DATE: DD/MM |VISDAT | Admission
YEAR20__ __ _/__ __/__ _/__ __/__ _/__ _/__ __/__
Time
VSTIM
(HH:MM, 24-hour clock) _ S SR N SN [ S I S S
Temperature |
°c [VSORRES where VSTESTCD = TEMP |
| | |
. | | |
Respiratory Rate  \/SORRES where VSTESTCD = RESP |
breaths/minute I I I
| | |
Heart Rate / Pulse |VSORRES where VSTESTCD = PULSE |
beats/minute
Systolic Blood Pressure Us5mmrEs where VSTESTCD = SYSBPl
mmHg | |
Diastolic Blood Pressure
mmHg |VSORRES wr|1ere VSTES'Il'CD = DIABPl | CCORRES where CCTESTCD =
LOWEST Consciousness |CCTEST = Level of Consciousness | AVPUO0101
Alert, Verbal stimuli, Painful AV P U | AV PU|AVPU|AV PU|AV PU|AVPU|AVPU
stimuli, Unresponsive |CECAT = Ebola Symptoms |
Seizure? Yes No | Yes No | Yes No | Yes N|CEOCCUR where CETERM = SEIZURE
Disorientation? Yes No Yes No Yes No Yes [CEOCCUR where CETERM = CONFUSION |
Agitation? Yes No | Yes No | Yes No | Yes NCEOCCUR where CETERM = AGITATION |
Signs of shock'? Yes No | Yes No | Yes No | Yes N{CEOCCUR where CETERM = SHOCK |
Weakness/asthenia? Yes No Yes No Yes No Yes [CEOCCUR where CETERM = ASTHENIA |
Pain? Yes No Yes No Yes No Yes No |CEOCCUR where CETERM = ACHES |
Anort.ema/dysphagw/ Yes No Yes No Yes No Yes No Yes No Yes No Yes No
poor intake?
Nausea? Yes No | Yes No | Yes No | Yes No [CEOCCUR where CETERM = NAUSEA |
Vomiting? Yes No Yes No Yes No Yes No |[CEOCCUR where CETERM = VOMITING |
Diarrhoea? Yes No | Yes No | Yes No | Yes NJCEOCCUR where CETERM = DIARRHOEA |
Anuria’? Yes No Yes No Yes No Yes NOCEOCCUR where CETERM = ANURIA |
Signs of dehydrations? Yes No Yes No Yes No Yes |CEOCCUR where CETERM = DEHYDRATION |
Unusual Yes No | Yes No | Yes No |[CEOCCUR where CI:II:RM BLEEDING/BRUISING |
bleeding/bruising? [ECTEST = ABCDE Assessment |
Patient status/group AB C]T A B C[]A B C|A BTC|A CCORRES where CCTESTCD =
(A, B, C, D, E - see below)* D E D E D E D E D ABCDIEOJ- . .
HYDRATION: Since the previous assessment, has the patient received: |
Enteral fluids’? Yes No Yes No |CMOCCUR when CMTRT = Oral or Nasogastric Rehydration Solution |
Parenteral fluids? Yes No Yes No Y{CMOCCUR when CMTRT = IV Fluids | No Yes No
Method of parenteral O\V:Infuse O\V:Infuse Olv: CMROIUTE = |NTRAVENOUS DIIQIP INTRAVENOUS se
fluid administration® | OlV:Bolus | OlV:Bolus | OWV:g0) )5 SUBCUTANEOUS, INTRAOSSEOUS s
OsubCut OsubCut OSubreor O, S — S — < saTeT
OlntraOss OlntraOss OlntraOss OlntraOss OlntraOss OlntraOss OintraOss
Parenteral fluid given CMDOSTOT when CMTRT = IV Fluids
Total litres/24 hours and CMDOSU = L/24h
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EC = Exposure as Collected

EVD - CORE CLINICAL DATASET

DAILY MEDICATIONS & BLOOD PRODUCTS: List all administered from admission to outcome.

DATE: DD/MM ECSTDAT
YEAR20__L_ /v /___V__/__V__/ __V__/ __V__/_
Times Times Times Times Times Times Times
GivenW GivenW GivenW GivenW GivenW GivenW GivenW
5 7T 7T 7T 7T 7T 7T
7
Drug’: ECSTTIM |
E ECTRT 7 7] 7] 7] 7] 7] 7]
Route (specify other): #3 #3 #3 #3 #3 #3 #3
ECROUTE |
Olv OOral O ™ ) ) ) ) ) )
Dose: ECDSTXT/ECDOSU 3 75 75 75
Drug: [It will be much easier to look at the data later [T 7l 7l 7l
if ECDSTXT and ECDOSU are stored as two - - -
separate variables.]
Route (specify other):
5] EE] 3 3 E:E] 5] 3
Olv OOral O
#4 #4 #4 #4 #4 #4 #4
Dose:
75 75 75 7S5 75 75 75
Drug: 7T 7T 7T 7T 7T 7T 7T
7] 7] 7] w2 7] w2 7]
Route (specify other):
73 73 73 73 73 73 73
Olv OO0ral O
7 7 7 7 7 7 7
Dose:
75 75 75 75 75 75 75
Drug‘ #1 #1 #1 #1 #1 #1 #1
#2 #2 #2 #2 #2 #2 #2
Route (specify other):
5] 3 3 3 E:E] 5] 3
Olv OOral O
#4 #4 #4 #4 #4 #4 #4
Dose:
75 75 75 7S5 75 75 75
Drug: 71 71 71 71 71 71 71
7] 7] 7] 2 7] 7] 7]
Route (specify other):
73 73 73 73 73 73 73
Olv OO0ral O
7 7 7 7 7 7 7
Dose:
75 75 75 75 75 75 75
Drug‘ #1 #1 #1 #1 #1 #1 #1
#2 #2 #2 #2 #2 #2 #2
Route (specify other):
5] 3 3 3 E:E] 5] 3
Olv OOral O
#4 #4 #4 #4 #4 #4 #4
Dose:
75 75 75 75 75 75 75
7 .
Generic name preferred.
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LB = Laboratory Test Results

EVD - CORE CLINICAL DATASET

LABORATORY RESULTS®

DATE: DD/MM LBDAT
YEAR 20__ _ __/__

gy

Y S Y S Y S

gy

Sodium/Na [ BORNLO

[LBORRES/LBORRESU
[

where LBTESTCD = SODIUM |

137-145 mEg/L
LBORNHI |

Potassium/K
3.5-5.0 mEq/L

L L [
[LBORRES/LBORRESU where LBTESTCD =K |
I

Blood Urea Nitrogen

O3-7mmol/L or

|LBORRES/LBORRESU where LBTESTCD = BUN |

07-21mg/d

Creatinine

0O50-118umol/L or

LBORRES/LBORRESU where LBTESTCD = CREAT

00.6-1.3mg/dL

Chloride

95-110 mEq/L

LBORRES/LBORRESU where LBTESTCD = CL |

Bicarbonate/HCO;’
18-23 mEq/L

|LBORRES/LBORRESU where LBTESTCD = BICARB

Calcium (total)

! ! !
|[LBORRES/LBORRESU where LBTESTCD =CA |

2.1-2.8 mEgq/L

Glucose

O70-105 mmol/L or

|LBORRES/LBORRESU where LBTESTCD = GLUC

Omg/dL

Lactate

< MOST CRITICAL >

00.5-2.2 mmol/Lor

|LBORRES/LBORRESU where LBTESTCD = LACTI

CAC |

04.5-19.8 mg/dL

Amylase

25-125 U/L

[LBORRES/LBORRESU where LBTESTCD = AMYLASE |

Bilirubin (total)

O1.7-17umol/L or

|LBORRES/LBORRESU where LBTESTCD = BILI |

00.1-1.0 mg/dL

AST/SGOT

8-40 U/L

LBORRES/LBORRESU where LBTESTCD = AST |

ALT/SGPT

5-21 U/L

LBORRES/LBORRESU where LBTESTCD = ALT

Albumin
35-55 g/L

[ [ [
LBORRES/LBORRESU where LBTESTCD = ALB

Haemoglobin

0120-170 g/Lor

012-17g/dL

|LBORRES/LBORRESU where LBTESTCD = HGB
|

Haematocrit

38-51 %

|
|LBORRES/LBORRESU where LBTESTCD = HCT

I I I I

WBC count ; |[LBORRES/LBORRESU where LBTESTCD =WBC |
3.5-11 x107/L or x10°/uL T T T T
I I I I

AERES . [LBORRES/LBORRESU where LBTESTCD = PLAT |
140-400 x10°/L or x10°/uL T I I I
: ! | ! !

D-dimer [CBORRES/LBORRESU where LBTESTCD = DDIMER |
Ong/mL or Omcg/mL I I I I

. [(BORRES/LBORRESU where LBTESTCD = APTT __ ]
- I I I I
I I I I

PT [(BORRES/LBORRESU where LBTESTCD = PT |
10-14 seconds T T [ [
[ [ [ I

g":l , [CBORRES/LBORRESU where LBTESTCD = INR |
.9-1. | [ [ I
. . I I I I

Creatine kinase |[LBORRES/LBORRESU where LBTESTCD = CK |

24-200 U/L

8 Sample reference ranges are listed. These should be updated according to the unique laboratory.

EVD CORE CLINICAL DATASET Version 10DEC14
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