PARAMEDIC-3 Key Trial Documentation Version Log

CURRENT VERSIONS HIGHLIGHTED IN YELLOW
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Name Version Document date REC approval | Summary of changes / comments
number date
PROTOCOL |
PARAMEDIC3_Protocol_v2.0_23June21 2.0 23/06/2021 12/07/2021 | Changes made as per REC requests.
PARAMEDIC3_Protocol_v1.0_11May21 1.0 11/05/2021 N/A Document revised prior to final REC
approval.
INFORMATION FOR PARTICIPANTS ‘
PARAMEDIC3_PIS_v2.1_14July21 2.1 14/07/2021 12/07/2021 | Changes made as per REC requests.
PARAMEDIC3_PIS_v2.0_23June21 2.0 23/06/2021 N/A Document revised prior to final REC
PARAMEDIC3_PIS_v1.0_10May21 1.0 10/05/2021 N/A approval.
PARAMEDIC3_PatientConsentForm 1.0 10/05/2021 12/07/2021 | N/A
PARAMEDIC3_ConsulteeDeclarationForm 2.0 23/06/2021 12/07/2021 | Changes made as per REC requests.
PARAMEDIC3_CoverlLetterConsulteeConsentForm_1.0_10May21 1.0 10/05/2021 N/A Document revised prior to final REC
approval.
PARAMEDIC3_CoverletterConsinHospital_v1.0_06May21 1.0 06/05/2021 12/07/2021 | N//A
PARAMEDIC3_CoverletterPatPostDischarge_v1.0_06May21 1.0 06/05/2021 12/07/2021 | N/A
PARAMEDIC3_QuestionnaireCoverlLetter_v2.0_23June21 2.0 23/06/2021 12/07/2021 | Changes made as per REC requests.
PARAMEDIC3_QuestionnaireCoverlLetter_v1.0_10May21 1.0 10/05/2021 N/A Document revised prior to final REC

approval.

Please contact Warwick CTU trial team to request translated versions of information for participant documents. Availab

le in Bengali, French,

Polish, Portuguese, Punjabi, Urdu and Welsh.

INDIVIDUAL SITE INFORMATION ‘
Paramedic3 validated SOECAT 1.0 08/09/2020 N/A
P3_Hospitals_IRAS_schedule-events 1.0 20/07/2021 N/A
Ambulance_Organisation_Information_Document_NonCommeri 3.0 N/A N/A
cal_v3.0_FINAL
Hospital_Organisation_Information_Document_NonCommerical_ 1.0 N/A N/A
v1.0_FINAL
64571 _mNCA _Jan_2021_ FINAL_P3-Clean 2.2 01/01/2021 N/A
P3_SiteDelegationLog_v2.0_14Jul21 2.0 14/07/2021 N/A
P3_SiteTraininglog_v1.0_14Jul21 1.0 14/07/2021 N/A

GENERAL SITE INFORMATION ‘

P3_A4Poster_v2.0_14Jul21 2.0 14/07/2021 N/A
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PARAMEDIC-3 SIV slides_v1.2_09Sep21 1.2 09/09/2021 N/A

DATA COLLECTION |
PARAMEDIC-3 Screening Log_v1.0_02 August 2021 1.0 02/08/2021 N/A
P3_CRFBooklet_v1.2_24Aug21 1.2 24/08/2021 N/A
P3_SAEevaluationform_v1.0_12Aug21 1.0 12/08/2021 N/A
P3_lInitial_SAEform_v1.0_12Aug21 1.0 12/08/2021 N/A
P3_FollowUp_SAEform_v1.0_12Aug21 1.0 12/08/2021 N/A
P3_3MonthFollowUpQuestionnaire_v1.0_10May21 1.0 10/05/2021 N/A
P3_6MonthFollowUpQuestionnaire_v1.0_10May21 1.0 10/05/2021 N/A
P3_RandomisationEnvelopeAccountabilityLog_v1.0_29Jul21 1.0 29/07/2021 N/A
PARAMEDIC3_RandomisationEnvelopeDestructionLog_v1.0_29Ju 1.0 29/07/2021 N/A
121

TRIAL SPECIFIC WORKING INSTRUCTIONS
P3_SiteRandomisationSOP_v1.0_15Sep21 1.0 15/09/2021 N/A
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