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<clinical_study>
<{-- this xml conforms to an XML Schena at>
https:/elinicaltrials.govict2/htmllimagesfinfor/public.xsd >
<required_header>
<download_date>Clinical Trials.gov processed this data on May 19, 2022</download_date>
<link_text>Link to the current Clinical Trials.gov record, </Link_text>
<urf>htips://clinicaltrials gov/shaw/hCTO4388A’%b<iL*1>
<required_header>
<id_info>
<org_study_id>20.05.67</org_study _id>
<net_id>NCT04388436</nct._id>
<fid_info>
<brief_tifle>Post Covid-19 Cardiopulnonary and Immunological Changes</brief title>
<acronym>covid-19<acronym>
<official_tile>Cardiopulnonary and Immunological impacts of Covid-19 in a Cehort of Survivors</official_title>
<sponsors>
<lead_sponsor>
<agency>Mansoura University</agency>
<agency_class>Cther</agency_class>
<llead_sponsor>
</sponsors>
<source>Mansoura University</source>

23 <oversight_info>

24 <has_dme>No</has_dne>

25 <is fda regulated_drug>No</is fda_regulated drug>

26 <is fda_requlated device>No<lis fda_regulated_device>

27 <loversight_info>

28 <brief_summary>

29 <extblock>

30 study rationale and aim: Resclving the COVID-19 pandermic quickly hinges on a crucial factoe:&axD:

3 how well a person’s immune system remembers SARS-CoV-2, the virus behind the disease, after&axD:
32 an infection has resolved and the patient is back in good health. This phenomenon, called&axD:

33 immune memory, helps our bodies avoid reinfection by a bug persons have had before and&axD:

34 Influences the potency of life-saving treatments and vaccines. Also, the new coronavirusdaxD:

35 causes cardiac and puimonary inflammation. So, our study planned to measure the &axD:

36 cardiopulmonary and immunological changes in treated COVID-19 patients. Specific objectives:&axD:
37 Meastrement the duration of existence of COVID-19 lgM and lgG antibody in patients plasma,&axD:
38 detection of cardiac changes pulmonary radiologicel and functiondl changes after COVID-198axD:

39 infection. This could help detection of functional impairment in COVID-19 survivors which may&axD:

40 have economic and social impact. Also, investigator will assess possible protective immune&axD:

41 response following infection which may affect vacoination schedule. Me thods: One hundred RT-&zxD:
42 PCR positive COVID-19 patients will be enrolled. HRCT chest, lateral flow immunoassay, &axD:

43 spirometry, DLCO and Echo will be done on after 3, 6 and 12 months of discharge.8zxD:

44 <Jlextblock> \

45 <brief_summary> 1301
46 <detailed_description>

47 <extblock>

48 = Background and significance:&axD:

Line 1, Column 1- 175 Lines INS|UTF-8% | XML# | © Spaces: 4
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Obtaining an indication of the registration body for the clinical
trial (1610)

\ 4
Based on the obtained indication of the registration body,
determining which clinical trial documentation is required for that
registration body (1620)

Obtaining fields that need completing for each document that
forms part of the clinical trial documentation (1630)

A\

Auto populating at least some of the fields of the clinical trial
documentation with suggested text (1640)

¥
Outputting completed clinical trial documentation as a machine-
readable file, in a format based on the indication of the
registration body (1650)

Figure 15
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Obtaining an indication of the registration body for the clinical
trial (1710)

\ 4

Based on the obtained indication of the registration body,
determining which clinical trial documentation is required for that
registration body (1720)

¥

Creating template documents for completion by a user based on
the determination of which clinical trial documentation is
required for that registration body (1730)

v

Suggesting text for inclusion in the template documents based
on the registration body and based on text entered by the user
in other documents or other sections of the same document
(1740)

¥

Outputting completed clinical trial documentation as a coded
document, in a format based on the indication of the registration
body (1750)
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Figure 16
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Obtaining completed clinical trial documentation (1810)

\ 4

Receiving a request by a user to make a changetodatain a
first document (1820)

\: A
Implementing the requested change to all other documents for
the same clinical trial where that same data is used (1830)
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On a first page, display a prompt {0 a user to provide an
indication of a clinical trial registration body (1910)

%

On a subsequent page, display a prompt to a user to enter in
relevant clinical trial information (1920)

¥

On a subseguent page, display a prompt {0 a user to accept

suggested content for fields of the clinical trial documentation;
(1930)

)

On a subsequent page, a prompt to the user to generate and
export clinical trial documentation in a format based on the
clinical trial registration body (1940)

!

Figure 18
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Determine which clinical trial documentation is required for that registration body
(2004)
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Obtain fields that need completing for each document that forms part of the
clinical trial documentation (2006)
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Cnce all relevant fields for clinical trial protocol
documentation are completed, clinical trial documentation
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