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N-803

Clinical Trial Protocol: QUILT-COVID-19

ImmunityBio, Inc.

Figure 1:

SCREENING PERIOD

Study Treatment Schema

TREATMENT PERIOD

ENROLLMENT |—»

1:1
(exp:control)

Dose Level 22
Day 1: N-803
6 ugkg SC
N=5

Subjects who are -

SARS-CoV-2 positive . Dose Level 1

with NEWS 0-4 Experimental Day 1: N-803

S 3 ugkg SC

N=5
SCREENING
CRITERIA Control Placebo
MET A Day 1: 1 mL sterile saline
N=15
Randomize

Dose Level 3

Day 1: N-803

10 ng/kg SC
N=5

3 Enrollment into the subsequent dose level will continue if the safety evaluation from the first 5 subjects in each dose level suggests that the therapy is safe.
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N-803

Clinical Trial Protocol: QUILT-COVID-19

ImmunityBio, Inc.

Table 6: Schedule of Events

Baseline/Screening®

Study Period

Study Day

2to1

15

29
(EOS)

Windows (days)

+1

General Assessments

Informed consent

Inclusion/exclusion

Demographics

Medical history

Confirm contraceptive
measures

MR XX

Physical exam: height,
weight®

=

Vital signs®

Ordinal scale (7-point)

NEWS

Concomitant medications

Adverse event collection

RO R R <

RO R R X

RO R | X<

RO R | X

RO R X
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N-803

Clinical Trial Protocol: QUILT-COVID-19

ImmunityBio, Inc.

Baseline/Screening® Study Period

Study Day -2to 1 1 5 15 29
(EOS)

Windows (days) +1
Study drug administration
N-803 X
Laboratory Assessments
Chemistry panel X X X X X
Hematology® X X X X X
Pregnancy test' X
Collect whole blood for X X X X X
immunogenicity and
cytokine analyses
Collect NP swabs X X X X X

2 Baseline/screening assessments may be done any time within 1 calendar day prior to the first dose of N-803. Day 1 assessments do not need to be repeated if
baseline/screening is done on study day 1.
b Height required at baseline/screening visit only. Weight at screening should be used to calculate drug dose.
¢ Vital signs of temperature, heart rate, blood pressure, and respiratory rate will be assessed at every visit. Temperature will be documented at each visit and
subsequently if clinically indicated.

d See Table 5 for additional details on laboratory assessments. Blood draws for lab assessments should occur prior to N-803 administration.

¢ Hematology to include CBC with differential (5 part), platelets with hemoglobin and hematocrit, and WBC with differential as outlined in Table 5. Blood
draws for lab assessments should occur prior to N-803 administration.

f Serum pregnancy tests for females of child-bearing potential.
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N-803

Clinical Trial Protocol: QUILT-COVID-19 Amendment 1

ImmunityBio, Inc.

Figure 1: Study Treatment Schema
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N-803

Clinical Trial Protocol: QUILT-COVID-19 Amendment 1

ImmunityBio, Inc.

Table 6: Schedule of Events

Baseline/Screening®

Study Period

Study Day

2to1

Daily until
discharge

15

29 (EOS)

Windows (days)

+1

General Assessments

Informed consent

Inclusion/exclusion

Demographics

Medical history

Confirm contraceptive
measures

Tl T el el e

Physical exam: height,
weight®

<

Vital signs®

Ordinal scale (7-point)

NEWS

Concomitant medications

Adverse event collection

Rop e X

Rop e X

Hop e

Rop e

Rop e X
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N-803

Clinical Trial Protocol: QUILT-COVID-19 Amendment 1

ImmunityBio, Inc.

Baseline/Screening® Study Period

Study Day 2to1l 1 Daily until 15 29 (EOS)
discharge

Windows (days) +1
Study drug administration
N-803 X
Laboratory Assessments
Chemistry panel X X X X X
Hematology*® X X X X X
Pregnancy test’ X
Study Day 1 5 15 29
Collect whole blood for X X X X X
immunogenicity and
cytokine analyses
Collect NP swabs X X X X X

 Baseline/screening assessments may be done any time within 1 calendar day prior to the first dose of N-803. Day 1 assessments do not need to be repeated if
baseline/screening is done on study day 1.
® Height required at baseline/screening visit only. Weight at screening should be used to calculate drug dose.
¢ Vital signs of temperature, heart rate, blood pressure, and respiratory rate will be assessed at every visit. Temperature will be documented at each visit and
subsequently if clinically indicated.

4 See Table 5 for additional details on laboratory assessments. Blood draws for lab assessments should occur prior to N-803 administration.

¢ Hematology to include CBC with differential (5 part), platelets with hemoglobin and hematocrit, and WBC with differential as outlined in Table 5. Blood
draws for lab assessments should occur prior to N-803 administration.

' Serum pregnancy tests for females of child-bearing potential.

Confidential and Proprietary
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N-803

Clinical Trial Protocol: QUILT-COVID-19 Amendment 2

ImmunityBio, Inc.

Figure 1: Study Treatment Schema
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N-803

Clinical Trial Protocol: QUILT-COVID-19 Amendment 2

ImmunityBio, Inc.

Table 6: Schedule of Events

Baseline/Screening®

Study Period

Study Day

2to1

Daily until
discharge

15

29 (EOS)

Windows (days)

+1

General Assessments

Informed consent

Inclusion/exclusion

Demographics

Medical history

Confirm contraceptive
measures

MR XX

Physical exam: height,
weight®

=

Vital signs®

Ordinal scale (7-point)

NEWS

Concomitant medications

Adverse event collection

RO R R <

RO R R X

RO R | X<

RO R | X

RO R X
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N-803 ImmunityBio, Inc.
Clinical Trial Protocol: QUILT-COVID-19 Amendment 2

Baseline/Screening® Study Period

Study Day -2to 1 1 Daily until 15 29 (EOS)
discharge

Windows (days) +1
Study drug administration
N-803 X
Laboratory Assessments
Chemistry panel X X X X X
Hematology® X X X X X
Pregnancy test' X
Other Assessments
Study Day 1 5 15 29
Collect whole blood for X X X X X
cytokine analyses
Collect whole blood for X X X X X
immunology analysis
PK sampling® X X
Collect NP swabs X X X X X

2 Baseline/screening assessments may be done any time within 1 calendar day prior to the first dose of N-803. Day 1 assessments do not need to be repeated if
baseline/screening is done on study day 1.

® Height required at baseline/screening visit only. Weight at screening should be used to calculate drug dose.

¢ Vital signs of temperature, heart rate, blood pressure, and respiratory rate will be assessed at every visit. Temperature will be documented at each visit and
subsequently if clinically indicated.

d See Table 5 for additional details on laboratory assessments. Blood draws for lab assessments should occur prior to N-803 administration.

¢ Hematology to include CBC with differential (5 part), platelets with hemoglobin and hematocrit, and WBC with differential as outlined in Table 5. Blood
draws for lab assessments should occur prior to N-803 administration.

' Serum pregnancy tests for females of child-bearing potential.

€ Whole blood for PK analysis will be collected prior to injection and at 0.5, 1, 2, 4, 8, 24, 48, 72, 96, and 120 hours post injection, as detailed in Section 6.3.2.

Confidential and Proprietary 45
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