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What is the Clinical Characterisation Protocol
(CCP) ?

The Clinical Characterisation Protocol (CCP) is designed for any severe
or potentially severe acute infection of public health interest.

* It is a standardised protocol that enables data and biological samples
to be collected rapidly in a globally-harmonised manner.

* The Clinical Characterisation Protocol (CCP) can be used for the rapid,
coordinated clinical investigation of confirmed cases of COVID-19.

| e WCW| ALERRT is part of the EDCTP2 Programme supported by the European Union NHS
’Am under grant agreement RIA2016E-1612 National Institute for
EDCTP ALERRT is also supported by the United Kingdom National Institute for Health Research Health Research



Why is Clinical Characterisation Protocol (CCP)

important ?
D ALERRT is part of the EDCTP2 Programme supported by the European Union NHS
'A under grant agreement RIA2016E-1612 National Institute for
EDCTP

ALERRT is also supported by the United Kingdom National Institute for Health Research Health Research




Why is Clinical Characterisation Protocol (CCP)
important ?

under grant agreement RIA2016E-1612 National Institute for
Health Research

D ALERRT is part of the EDCTP2 Programme supported by the European Union NHS
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Why is Clinical Characterisation Protocol (CCP)
important ?

Solution

Comparable
Results

Large Data Sets

Increased
Impact

ALERRT is part of the EDCTP2 Programme supported by the European Union m

under grant agreement RIA2016E-1612 National Institute for
Health Research

ALERRT is also supported by the United Kingdom National Institute for Health Research
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ISARIC Adaptation of the protocols based
on the local capacity, resources and

specific local context
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ISARIC, the International Severe ALERRT Africa Ready
Acute Respiratory and emerging Documents
Infec_tlpn Consortlum_ ha_s developed STEP 1- STEP 6

a clinical characterisation protocol

for COVID-19. This protocol has :
been endorsed by the WHO Development of XML files

ALERRT is part of the EDCTP2 Programme supported by the European Union NHS|
under grant agreement RIA2016E-1612 National Institute for

ALERRT is also supported by the United Kingdom National Institute for Health Research Health Research
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Clinical Characterisation Protocol (ALERRT CCP)

ALERRT will work closely with the WHO/AFRO, Africa CDC and existing networks
and structures across Africa and globally to adapt the CCP for implementation in
Africa.
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African coalition for Epidemic Research, Response and Training REGIONAL OFFICE FOR Afrl ca Safeguarding Africa’s Hcalth& /
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under grant agreement RIA2016E-1612 National Institute for
Health Research

EDCTP ALERRT is also supported by the United Kingdom National Institute for Health Research
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Clinical Characterisation Protocol (ALERRT CCP)

= Ethics and Consent: inclusion of thumb printing and photography
of consent forms

= Data Collector’s Details

= Employment:

= Co-Morbidities and Risk Factors: Addition of alcohol consumption
with detail in consumption pattern and addition of details of
smoking

Adaptation of the protocols based
on the local capacity, resources and
specific local context = Imaging: Increased details on CXR and other images

2069

Mental Assessment: Kessler Psychological Distress Scale (K10)

= Data Collection vs. EMR: The electronic version of the CRF was
adopted to the enable to use of the REDCap as an electronic
medical record
= |dentifiable data
= Doctors and nurses notes

ALERRT is part of the EDCTP2 Programme supported by the European Union NHS|

under grant agreement RIA2016E-1612 National Institute for
Health Research

ALERRT is also supported by the United Kingdom National Institute for Health Research



Clinical Characterisation Protocol

PATIENTNTIDENTIFICATION#: [ J[__ 1 - JC_ 3L I _1

This Case Report Form (CRF) has been adapted from the ISARIC/WHO COVID-19 Case Report Form. Available from
https://media.tzhn.ore/medialibrary/2020/05/ISARIC WHO nCo\ CORE CRF 23APR20.pdf

The CRF collects basic sociodemographic and clinical dats from suspected and confirmed cases of COVID-18. Refer to the
data management document far further information.

GENERAL GUIDANCE:

® The CRFis designed to collect data obtained through interview, examination, review of patients and hospital notes.
Data miay be collected retrospectively.

*  Participant ldentification Mumbers consist of a 3-digit site code and a 4-digit participant number.

* Data should be entered to the prepared slectronic REDCap database (preferred). Although notintended presently,
printed paper CRFs may be used for lster transfer of the datz ento the electronic datsbase. If using psper CRFs, we
recommend writing clearly in ink, using BLOCK-CAPITAL LETTERS.

®  |nthe case of 3 participant transferring between sites, it is recommended to maintain the same Participant
Identification Mumber.

*  Complete every line of every section, except for where the instructions say to =kip a section based on certsin
responses.

®  Solections with circles { Q) are single selection answers [choose one answer only). Selections with square boxes ()
are multiple selection answers {choose as many answers as are appliczble).

®  Ayvoid recording data gutside of the dedicated areas. Sections sre available for recording additional information.

®  Plzce an (X) when you choose the corresponding answer. To make comractions, strike through |——--) the data you
wish to delete and write the correct data above it. Pleass initial and date zll corrections.

*  Please keep zll of the sheets for a single participant together e g. with a staple or participant-unigue folder.

®  Please transfer all paper CRF data to the electronic detabasze. All paper CRFs needs to be stored locally, do not send
any forms with patient identifizble information via e-mail or post except sutharized by the fy|gH,/GHS and
suthorized persons.

FATIENTNT IDENTIFICATION#: [ 10  -[ 1[I 1

Data Collector's Details

FATIENTNT IDENTIFICATION#: [ 10 J-[ IO 1

Case Pathway (focilities visited pgigr to orgiygl of cyrrent fagility. Regeat for as many visits as required)

Visit to healthcare facility or tregtmient resource QVYEZ O MNO

Name:

MNzme of healthcare facility or treztment rescurce: Location (Region/Province etc):

Type: O Hospital/Clinic  OFharmacy OMaternity home OHsalthcare professional out of facility  On/a

Facility name:

Date ofvisit [0 1) © /[ L V2]l I ] @ Unknown

Lecation (Region/Provinice/Country te.]

Telephons number:

Admission and Referral

Email:

Form Completion Dates [ © 1 - VL L WLz ro]l ]

MODULE 1: PRESENTATION/ADMISSION

Clinical Inclusion Criteria

Suspected or proven COVID-13 infection as main cause for admission: O Suspected O Confirmed
Samples taken O YES O NO

Date samples were taken: [_°_J[ ° 1/ L0 VL2 00 L L]

Date results were received: [_°_J[ o 1L 1Tz el L]

contact with emergency number/ hotline © YES O NO
Date of emergency contact: [_0_JLC A v 2l edJ ] ONfA
Admission date at this facility_ © 1L 0 1L L W2 Lol I ]
Time of admission {2a-hr formatll_-_J[_-_ 1w 0] Sunknown
Transfer from other facility? Oves  Ono Onga
If ¥ES: Facility name: Location [Region/Province etc )
If YES: Reporting date at transferring facility [Doyvana vy [0 1o 11w Qv W2 Je ] I ] Onfa
If YES: Participant ID # 2t transferring facility: @5ame as current facility Qoifferent-[ 11 o[ -4 01 T 1 1

=
E

pi Factors

Category of Case

©Q New Case (Prospective datol © Current Admission (retrospective and praspective dota)
O Discharged [retrospective dato anlyl O Dead jretraspective data aniy)

| Demoeraphics

Date of girthe: [ L0 L VL I I
Sex at birth: O Mal= © Female © Not specified

Home Address (with landmarks):

Ager[_J__I[years OR[__J[__Jmanths iif < 12 manths)

Country of Residence:

Nationality:

Educationzl Level Completed: O Basic O Hs Omniddle school © secondary (SHS/ Form 1-5)
O Tertiary (diploma and above] O Fost Graduate O other:

Fatient's Occupation fProfassion fukere they soend the most of their warking fime:

Patient's OCcupation’ Profession imajor source of income); (@ 5ame as sbove  Other: Spacify:

Location of Workplace: (with landmarks):

Employed as 3 Healthcare Worker? Qves Ono Qn/a
Employed in a microbiclogy laboratory?  ©veEs OHNO Onfa

Ethinicity: (select ane only): @ arab Q Black O East Asian ©Q South Asian Q West Asian Q Latin American @ White
iginal/First Mations O other: O unknown

In the 14 days before onset of illness had the patient any of the following:

Travel {out of town/city) in the 14 days prior to first symptom onset? jcapture all trovel ewenesy.— OvEs Ono Ounknown
If Yes, specify location: Location (Region/Province etc )

Return Date: [ O O [/ s 84 WL 2 [0 1LY JLY ] Q@na

Close contact® with 2 confirmed or probzble case of COVID-13 infection,
while that patient was symptomatic OvES O NO O Unknown
Pres=nce in a healthcare fadility where COVID-15 infections have been managed O VYES O NO O Unknown

Presence in a laboratory handling suspected or confirmed COVID-19 =amples QO VYES O NO O Unknown

QYES QMO © Unknown
If YES, complete the ANIMAL EXPOSURE section

of s
exposure, including providing direct cave for novel caronmivas patients, e.g. heolth care warker, warking with health
with novel coranaving, visit g i the same close enviranment of @ novel carondvirus patient, or
i ar speci i

peirpirg or s hassrosm ermraniment with a novel coranawins petient.
of canveyance,

Ehe sarmie household @8 @ novel coranavines Bl

Pregnancy and Postpartum

Pregnant? QY¥ES Q NC O Unknown QN/A I YES: Gestational weeks asssssment: 1L wesks
FOST PARTUNT OvES QNO O NJA (TP WO ar WA skip this section - go ta INFANT)
Fregnancy Cutcome: @Live birth  Qstill birth Delivery date: [_o_J[_ o/ J W2 Lo v L]

Infants and Children under 5 years of age only

Infected infant i.e. Less than 4 yeor old? QYES QMO (If NG skip this section)

Birthweight: 1L 1[ 1Okzor Olbs ON/A

Gestational outcome: Q Term birth (237wk Ga) O Preterm birth (<37wk Ga)  ON/A

Brezstfed? Oves Omo Owya  if ves: Ocurrently breastfed O Breastfeeding discontinued at [ 1] JweeksCIN/A&
Appropriate development for age? Oves Ono Qunknown

accinations approprizte for agefcountry? Oves Ouo Ounknown On/a




Clinical Characterisation Protocol

Ghana_COVID-19

REDCap

Logged in as amuasi | Log out

My Projects
¥ REDCap Messenger Backround

i VIDEO: Basic data entry

Actions: T Madify instrument ‘ % Download PDF of instrument(s) ‘

Project Home and Design =l

) Adding new Record ID 2

A Project Home - #=Project Setup Record ID 2
[ Designer - @3 Dictionary - & Codebook

B Project status: Development

PARTICIPANT IDENTIFICATION
* must provide value

Data Collection (=]

Name
£82 Record Status Dashboard * must provide value
- View data collection status of all records Surname first
Bi Add/Edit Records Date of birth Today |
- Create new records or edit/view existing ones * must provide value Py ey )
M Record ID 2 Select other record Age
Data Collection Instruments: o~ )
must provide value
Consent
Backround Month
PrEgnancy * must provide value If age < 12 months
Infants
Admission Gender

Signs And Symptoms
Comorbidities

Pre Admission Care
Cov19 Other Drugs
Vitals

Pathogen

Labs

Imaging
Complications
Medications
Antibiotics
Antipyretics
Corticosteroids
Other Meds
Outcome

* must provide value

Telephone Number

* must provide value

Email

* must provide value

Adress with landmakrs

* must provide value

Ghana Post GPS

* must provide value

National Identification Card Number



Consent and Patient Categorization
Demography

Case Pathway

Epidemiological Factors

Animal Contact

Pregnancy and Postpartum These forms should be
nfants and Children Under 5 Years CD“’IplEtEd on Dav 1 Dnhf
vaccination Information

Signs and Symptoms Preadmission
Pre-Admission Medication
Comorbidities And Risk Factors

Vital Signs At Hospital Or Isolation Center Admiss

Coygen Saturation And Oxygen Therapy On Admission

Dally 5igns And Symptoms
ar:au--jr-: Daily Vital Records These are to be completed
Recurreint Icu Itu Imc Hdu Records
everyday

Dally Medication

Dally Complications

Dactors' Notes (not required)

These are not required

Nurses’ Motes {not required)

Laboratory Resulls
N These should be filled on any day the
Lol information is available and can be

Pathogen filled multiple times during admission

Kessler Psychological Distress Scale K10

Owerall Supportive Care

These are to be completed on

Overall Medications
outcome day only
Qutcome




Clinical Characterisation Protocol
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CLINICAL CHARACTERIZATION PROTOCOL

Senegal: 260 participant have been recruited with follow up visits have
commenced (1, 3, 6 months post-discharge)

Cameroon: Ethical clearance obtained. Preparation for training for data entry
and recruitment to start in December

Ghana: 1157 records entered so far. Dynamic dashboard is fully operational. 2
sites are open but plan to add another 2 site far ahead.

Kenya: Database set up and awaiting final stage of Ethical Approval
Uganda: Database set up and awaiting final stage of Ethical Approval




Clinical Characterisation Protocol

-
AIM: describe the clinical features of COVID-19 and monitor the progress of all
hospitalized patients including what is working and what is not

| 1263 records |

697 records 565 records

AE =]
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PCC GA East

N\
*
4

goo

000

NEW SITES:
- Kintampo Health Research Center
- St. Michael's Hospital

- | | J

ALERRT is part of the EDCTPZ2 Programme supported by the European Union g

under grant agreement RIA2016E-1612 National Institute for
Health Research

EDCTP ALERRT is also supported by the United Kingdom National Institute for Health Research



Challenges

Collaboration and
K Resource mobilization/
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Practical Solutions

* Predesigned Protocols
* Discussion for an expedited review

e Use local Staff
* Apply for collaborative funding
* Use the science as the incentive and not money

Collaboration and
Resource mobilization /

ALERRT is part of the EDCTP2 Programme supported by the European Union NHS|

under grant agreement RIA2016E-1612 National Institute for
Health Research

ALERRT is also supported by the United Kingdom National Institute for Health Research



Practical Solutions

* Open discussions with the leaders at the site on
implementation plans that will work for this institutions

* Training on site

* Use local leaders at the site

* Use offline options if possible
* Will the App work? Or use basic apps
* Using technology to keep the devices safe

ALERRT is part of the EDCTP2 Programme supported by the European Union NHS|
under grant agreement RIA2016E-1612 National Institute for

ALERRT is also supported by the United Kingdom National Institute for Health Research Health Research




Practical Solutions
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 Keep all the authorities involved at the start
* Regular updates to all political leaders
* Be aware of the local politics

J

.
-~

* Implantation papers
".'  Dashboards

 Media output: regular media and social media

@ick and relevant Output

ALERRT is part of the EDCTP2 Programme supported by the European Union
under grant agreement RIA2016E-1612

ALERRT is also supported by the United Kingdom National Institute for Health Research
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Practical Solutions
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e Setup systems at all levels: local, coordination and national

e Regular re-training and physical reviews

* Use pre-set protocols
 Work fast and collaboratively
 Be ready

ALERRT is part of the EDCTP2 Programme supported by the European Union

under grant agreement RIA2016E-1612

ALERRT is also supported by the United Kingdom National Institute for Health Research
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National Institute for
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Co-Morbidites presented at the time of admission Prevalence of comordities

Proportion of patients with co-morbidities

Correlation of symptoms — = 00@0@0@0@0@0@0@0@0@0@0@0@0@0@0@0O0O0O0O0O0O0O0O0Oo]
Smoking u . 000000000000000000n0n0n0n0n0n0n0nonnonoonooooooooooo0oo0o0o0oOoOoOoOo]
Alcohol ] 0000000000000 ]
Sickle Cell Disease [ . 000000000000000o0o0n0o0o0o0o0o0ononononononnnnnnnnnnnnnoooo0000]
Obesity (as defined by clinical stalf) Correlation 0000000000000
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Malgrant neopiasn u o I
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Conclusion

EDCTP

Research and output

under grant agreement RIA2016E-1612
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Improved health care

ALERRT is part of the EDCTP2 Programme supported by the European Union

ALERRT is also supported by the United Kingdom National Institute for Health Research
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