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Page 24

8. APPENDIX 1: SCHEDULE OF ASSESSMENTS

TABLE 1: SCHEDULE OF ASSESSMENTS — SCREENING AND TREATMENT EXTENSION PHASE (1 OF 8)
Screenin | Screenin | Treatment| Treatment | Treatment | Treatment | Treatment|Treatment| Treatment| Treatment| Treatment | Treatment|Treatment| Treatment| Treatment(In case
g Visit 1 g Visit 2 | Ext Ext Ext Ext Ext Ext Ext Ext Ext Ext Ext Extensi Ext of
(coincide | (coincide | Visit1 | Visit2 | Visitd | Visitd | Visits | Visit6 | Visit7 | Visit8 | Visit9 | Visitl0 | Visit1l | Visit12 | Visit13 | yielogic
Procedure/Assessments with T12 | with T13 Failure
""gg(;he “"geRf(;he (Week-1) | (Week-2) | (Week-3) | (Week-4) | (Week-3) [ (Week-6) | (Week-7) [ (Week-8) | (Week-9) | (Week- | (Week- | (Week- | (Week-
140_CD 01 | 140_CD 01 10) 11) 12) 13)
protocol) protocol)
Visitf SV1 Sv2 TE1 TE2 TE3 TE4 TES TE6 TE 7 TES8 TE9 TE10 TE11 TE12 TE13 VF
+3 days | £3 days | +3 days | +3 days | £3 days | +3 days | +3 days | £3 days | +3 days | +3 days | +£3 days | +3 days | +3 days | +3 days | +3 days
Window Period| since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last
treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment
Informed Consent!! X
Eligibility Evaluation'! X X
Pre-enrollment Eligibility"! X
Medical History!! -
Physical Examination X | -x-BpoxBep o xBp x B xS xS xS IS B el s sl X X
Neurological Assessment!® -X- X X X X
Quality of Life Assessment”?| -X- X X X X
Vital Signs'® e | IR X X X X X X X X X X X X X X
Complete Blood Count X
(CBCO)™!
Biochemistry!"" X
Serum Pregnancy Test!' X
Urine Pregnancy Test!'!) X
Plasma HIV-1 RNA level -X- -X- X X X X X X X
TruCount T assay'?! -X- -X- X X X X X X X
PK sample for PRO 140" e X X X X
Serum concentration for| -X- X X X
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Screenin | Screenin | Treatment| Treatment | Treatment | Treatment | Treatment|Treatment| Treatment| Treatment| Treatment | Treatment|Treatment| Treatment| Treatment(In case
gViSitl gViSitZ Ext Ext Ext Ext Ext Ext Ext Ext Ext Ext Ext Ext Ext of
(coincide | (coincide | Visit1 Visit 2 Visit 3 Visit 4 Visit 5 Visit 6 Visit 7 Visit 8 Visit9 | Visit10 | Visit1l | Visit12 | Visit13 |yipolegic
Procedure/Assessments WD U2 | it UG Failure
“"gg(;he ""g;r(;he (Week-1) | (Week-2) | (Week-3) | (Week-4) | (Week-3) [ (Week-6) | (Week-7) [ (Week-8) | (Week-9) | (Week- | (Week- | (Week- | (Week-
140_CD 01 | 140_CD 01 10) 1) 12) 13)
protocol) protocol)
Visit| SV1 Sv2 TE1 TE2 TE3 TE4 TES TE6 TE 7 TES8 TE9 TE10 TE11 TE12 TE13 VF
+3 days | +3 days | =3 days | £3 days | +3 days | +3 days | +3 days | £3 days | +3 days | +3 days | +3 days | +3 days | £3 days | +3 days | +3 days
Window Period| since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last
treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment
ART drugs'™
HIV Genotyping Assay
Trofile® RNA and X
PhenoSense Assay
Anti-idiotypic antibodies to
P X- X X X X
PRO 140
Blood sample collection for
Exploratory/Confirmatory X X
analysis!"!
PRO 140 Administration -X- -X- X X X X X X X
PRO 140 Administration b
2 el y X X X X X X
subject
Subject dru
oject e X X X X X X
dispensing/accountability
Re-initiate Antiretroviral
egimen
Injection  Site  Reaction
) [19] -X- -X- X X X X X X X X X X X X X
Assessment
Injection Site Pain
-X- -X- X X X
Assessment (VAS)?2
Adverse Events -X- -X- X X X X X X X X X X X X X X
Concomitant Medications -X- -X- X X X X X X X X X X X X X X
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TABLE 1: SCHEDULE OF ASSESSMENTS — SCREENING AND TREATMENT EXTENSION PHASE (2 OF 8)

Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment |In case of
Ext Ext Ext Ext Ext Ext Ex Ext Ext Ext Ext Ext Virologic
o Ead e A ST ET @ Visit 14 Visit 15 Visit 16 Visit 17 Visit 18 Visit 19 Visit 20 Visit 21 Visit 22 Visit 23 Visit 24 Visit25 | pailure
(Week-14) | (Week-15) | (Week-16) [ (Week-17) | (Week-18) | (Week-19) | (Week-20) | (Week-21) | (Week-22) | (Week-23) | (Week-24) | (Week-25)
Visit| TE14 TE15 TE16 TE17 TE18 TE19 TE20 TE21 TE22 TE23 TE24 TE25 VF
+3 days +3 days +3 days +3 days +3 days +3 days +3 days +3 days +3 days +3 days +3 days +3 days
Window Period| since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last
treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment
Informed Consent!"!
Eligibility Evaluation'!
Pre-enrollment Eligibility"!
Medical History!!
Physical Examination xHl xHl xHl xHl xHl xH xb xHl X! XB! X! X! X
Neurological Assessment!® X X X X
Quality of Life Assessment!” X X X X
Vital Signs'® X X X X X X X X X X X X X
Complete Blood Count X
(CBCO)M!
Biochemistry!"" X
Serum Pregnancy Test!"
Urine Pregnancy Test!'"!
Plasma HIV-1 RNA level X X X X X X X
TruCount T assay'”! X X X X X X X
PK sample for PRO 140! X X X X
Serum concentration for ART
[14] X X X
drugs
HIV Genotyping Assay X
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Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment |In case of
Ext Ext Ext Ext Ext Ext Ext Ext Ext Ext Ext Ext Vil‘OlOgiC
Procedure/Assessments Visit 14 Visit 15 Visit 16 Visit 17 Visit 18 Visit 19 Visit 20 Visit 21 Visit 22 Visit 23 Visit 24 Visit25 | poiire
(Week-14) | (Week-15) | (Week-16) [ (Week-17) | (Week-18) [ (Week-19) | (Week-20) | (Week-21) | (Week-22) | (Week-23) | (Week-24) | (Week-25)
Visit| TE14 TE15 TE16 TE17 TE18 TE19 TE20 TE21 TE22 TE23 TE24 TE25 VF
+3 days +3 days +3 days +3 days | =3 days +3 days | =3 days +3 days | =3 days +3 days +3 days | =3 days
Window Period| since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last
treatment treatment treatment treatment treatment treatment treatment treatment treatment treatment treatment treatment
Trofile® RNA and PhenoSense X
Entry Assay
Anti-idi i nti i
ti-idiotypic  antibodies to x X x x
PRO 140
Blood sample collection for
Exploratory/Confirmatory X
analysis'™
PRO 140 Administration X X X X X X X X X X X X
PRO 140 Administration b
e Y X X X X X X
subjects
Subject dru
oject T D¢ X X X X X
dispensing/accountability
Re-initiate Antiretroviral
. [18] X
Regimen
Injection Site Reaction
! (19] X X X X X X X X X X X X
Assessment
Injection Site Pain Assessment
S X X X X X X X X X X X X
(VAS)
Adverse Events X X X X X X X X X X X X X
Concomitant Medications X X X X X X X X X X X X X
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TABLE 1: SCHEDULE OF ASSESSMENTS — SCREENING AND TREATMENT EXTENSION PHASE (3 OF 8)

Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment |In case of
Ext Ext Ext Ex Ext Ext Ex Ext Ext Ext Ext Ext Virologic
Procedure/Assessments Visit 26 Visit27 | Visit 28 Visit 29 Visit 30 Visit 31 Visit 32 Visit 33 Visit 34 Visit 35 Visit 36 Visit37 | Failure
(Week-26) | (Week-27) | (Week-28) | (Week-29) [ (Week-30) | (Week-31) | (Week-32) | (Week-33) | (Week-34) | (Week-35) | (Week-36) | (Week-37)
Visit| TE26 TE27 TE28 TE29 TE30 TE31 TE32 TE33 TE34 TE35 TE36 TE37 VF
+3 days +3 days +3 days +3 days +3 days +3 days +3 days +3 days +3 days +3 days +3 days +3 days
Window Period| since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last
treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment
Informed Consent!"!
Eligibility Evaluation'!
Pre-enrollment Eligibility"!
Medical History!!
Physical Examination xb! xb! xb! xb X! X! X! xb! X! xb! xb! X! X
Neurological Assessment!® X X X X
Quality of Life Assessment” X X X X
Vital Signs'® X X X X X X X X X X X X X
Complete Blood Count
(CBC) X
Biochemistry!"" X
Serum Pregnancy Test!'!
Urine Pregnancy Test!"
Plasma HIV-1 RNA level X X X X X X X X
TruCount T assay'?! X X X X X X X X
PK sample for PRO 140! X X X X
(Sisumglsl[ll 4]concentratlon for ART X % %
HIV Genotyping Assay X
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Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment |In case of
Ext Ext Ext Ext Ext Ext Ext Ext Ext Ext Ext Ext Vil‘OlOgiC
Procedure/Assessments Visit 26 Visit 27 Visit 28 Visit 29 Visit 30 Visit 31 Visit 32 Visit 33 Visit 34 Visit 35 Visit 36 Visit 37 Failure
(Week-26) | (Week-27) | (Week-28) [ (Week-29) | (Week-30) [ (Week-31) | (Week-32) | (Week-33) | (Week-34) | (Week-35) | (Week-36) | (Week-37)
Visit| TE26 TE27 TE28 TE29 TE30 TE31 TE32 TE33 TE34 TE35 TE36 TE37 VF
+3 days +3 days +3 days +3 days | =3 days +3 days | =3 days +3 days | =3 days +3 days +3 days | =3 days
Window Period| since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last
treatment treatment treatment treatment treatment treatment treatment treatment treatment treatment treatment treatment
Trofile® RNA and PhenoSense X
Entry Assay
Anti-idi i nti i
ti-idiotypic  antibodies to x X x x
PRO 140
Blood sample collection for
Exploratory/Confirmatory X
analysis'™
PRO 140 Administration X X X X X X X X X X X X
PRO 140 Administration b
e Y X X X X X X
subjects
Subject dru
oject T D¢ X X X X X
dispensing/accountability
Re-initiate Antiretroviral
Regimen
Injection Site Reaction
! (19] X X X X X X X X X X X X
Assessment
Injection Site Pain Assessment
S X X X X X X X X X X X X
(VAS)
Adverse Events X X X X X X X X X X X X X
Concomitant Medications X X X X X X X X X X X X X
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TABLE 1: SCHEDULE OF ASSESSMENTS — SCREENING AND TREATMENT EXTENSION PHASE (4 OF 8)

Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment |In case of
Ext Ext Ext Ext Ext Ext Ex Ext Ext Ext Ext Ext Virologic
Procedure/Assessments Visit 38 Visit 39 Visit 40 Visit 41 Visit 42 Visit 43 Visit 44 Visitd5 | Visit 46 Visit47 | Visit48 Visitd9 | poice
(Week-38) | (Week-39) | (Week-40) | (Week-41) [ (Week-42) | (Week-43) | (Week-44) | (Week-45) | (Week-46) | (Week-47) | (Week-48) | (Week-49)
Visit| TE38 TE39 TE40 TE41 TE42 TE43 TE44 TE4S TE46 TE47 TE48 TE49 VF
+3 days +3 days +3 days +3 days +3 days +3 days +3 days +3 days +3 days +3 days +3 days +3 days
Window Period| since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last
treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment
Informed Consent!"!
Eligibility Evaluation'!
Pre-enrollment Eligibility"!
Medical History!!
Physical Examination xb! xb! xb! xb! X! XP! X! xb! X! xb! xb! X! X
Neurological Assessment!® X X X X
Quality of Life Assessment” X X X X
Vital Signs'® X X X X X X X X X X X X X
Complete Blood Count
(CBC) X
Biochemistry!"" X
Serum Pregnancy Test!'!
Urine Pregnancy Test!"
Plasma HIV-1 RNA level X X X X X X X
TruCount T assay'? X X X X X X X
PK sample for PRO 140! X X X X
(Sisumglsl[ll 4]concentratlon for ART X % %
HIV Genotyping Assay X
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Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment |In case of
Ext Ext Ext Ext Ext Ext Ext Ext Ext Ext Ext Ext Vil‘OlOgiC
Procedure/Assessments Visit 38 Visit 39 Visit 40 Visit 41 Visit 42 Visit 43 Visit 44 Visit 45 Visit 46 Visit 47 Visit 48 Visit49 | poare
(Week-38) | (Week-39) | (Week-40) [ (Week-41) | (Week-42) | (Week-43) | (Week-44) | (Week-45) | (Week-46) | (Week-47) | (Week-48) | (Week-49)
Visit| TE38 TE39 TE40 TE41 TE42 TEA43 TE44 TE45 TE46 TE47 TE48 TE49 VF
+3 days +3 days +3 days +3 days | =3 days +3 days | =3 days +3 days | =3 days +3 days +3 days | =3 days
Window Period| since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last | since last
treatment treatment treatment treatment treatment treatment treatment treatment treatment treatment treatment treatment
Trofile® RNA and PhenoSense X
Entry Assay
Anti-idi i nti i
ti-idiotypic  antibodies to x X x x
PRO 140
Blood sample collection for
Exploratory/Confirmatory X
analysis'"™
PRO 140 Administration X X X X X X X X X X X X
PRO 140 Administration b
e Y X X X X X X
subjects
Subject dru
oject T D¢ X X X X X
dispensing/accountability
Re-initiate Antiretroviral
Regimen
Injection Site Reaction
! (19] X X X X X X X X X X X X
Assessment
Injection Site Pain Assessment
S X X X X X X X X X X X X
(VAS)
Adverse Events X X X X X X X X X X X X X
Concomitant Medications X X X X X X X X X X X X X
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TABLE 1: SCHEDULE OF ASSESSMENTS — SCREENING AND TREATMENT EXTENSION PHASE (5 OF 8)

Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment |[In case of
Extensi Extensi Ex i Extensi Extensi Extensi Extensi Extensi Extensi Ex i Vil‘OlOgiC
Procedure/Assessments Visit 50 Visit 51 Visit 52 Visit 53 Visit 54 Visit 55 Visit 56 Visit 57 Visit 58 Visit 59 Failure
(Week-50) | (Week-52) | (Week-52) | (Week-53) | (Week-54) | (Week-55) | (Week-56) | (Week-57) | (Week-58) | (Week-59)
Visit{ TES0 TES1 TES2 TES3 TES4 TESS TES6 TES7 TES8 TES9 VF
+3 days +3 days +3 days +3 days +3 days +3 days +3 days +3 days +3 days +3 days
Window Period| since last | since last | since last | since last | since last | since last | since last | since last | since last | since last
treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment | treatment
Informed Consent!"!
Eligibility Evaluation'!
Pre-enrollment Eligibility"!
Medical History!!
Physical Examination X! X! X! X! X! X! xb! xb! xb! xb X
Neurological Assessment!® X X X
Quality of Life Assessment!” X X X
Vital Signs'®! X X X X X X X X X X X
Complete Blood Count X
(CBC)®!
Biochemistry!" X
Serum Pregnancy Test!'!
Urine Pregnancy Test!']
Plasma HIV-1 RNA level X X X X X X
TruCount T assay'?! X X X X X X
PK sample for PRO 140" X X X
Serum concentration for ART X
drugs!"¥ X
HIV Genotyping Assay X
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Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment | Treatment |In case of
Extensi Extensi Extensi Extensi Extensi Extensi Extensi Extensi Extensi Extensi Virologic
Procedure/Assessments Visit 50 Visit 51 Visit 52 Visit 53 Visit 54 Visit 55 Visit 56 Visit 57 Visit 58 Visit 59 Failure
(Week-50) | (Week-52) | (Week-52) | (Week-53) | (Week-54) [ (Week-55) | (Week-56) | (Week-57) | (Week-58) [ (Week-59)
Visit| TES50 TES1 TE52 TES3 TE54 TESS TES56 TES7 TESS8 TES9 VF
+3 days +3 days | =3 days +3 days | =3 days +3 days | =3 days +3 days +3 days +3 days
Window Period| since last | since last | since last | since last | since last | since last | since last | since last | since last | since last
treatment treatment treatment treatment treatment treatment treatment treatment treatment treatment
Trofile® RNA and PhenoSense X
Entry Assay
Anti-idi i ntibodi
ti-idiotypic  antibodies to X x x
PRO 140
Blood sample collection for
Exploratory/Confirmatory X
analysis!"”
PRO 140 Administration X X X X X X X X X X
PRO 140 Administration b
g Y X X X X X
subjects
Subject dru
Heject TR B¢ X X X X
dispensing/accountability
Re-initiate Antiretroviral X
Regimen!®!
Injection Site Reaction
) (19] X X X X X X X X X X
Assessment
Injection Site Pain Assessment
X X X X X X X X X X
(VAS)2
Adverse Events X X X X X X X X X X X
Concomitant Medications X X X X X X X X X X X
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X (red bold): Activities performed under Extension study protocol

-X-

— — o —
N

N

~J
—

: Activities performed under PRO 140_CD 01 protocol

Informed consent must be obtained at the Screening Visit 1 (SV1) coincides with the T12 clinic visit under the PRO 140_CD 01 protocol.
Initial evaluation of patient eligibility will be performed by Investigator.
Based on results of lab samples collected at the Screening Visit 1 under Extension protocol / T12 clinic visit under the PRO 140 _CD 01 protocol

Medical history collected at the time of screening for PRO 140_CD 01 protocol will be carried forward. Medical history will not be collected for the PRO
140_CD 01-Extension protocol.

Symptom-directed physical examination

Performed by Principal Investigator or designated study personnel. The neurological assessment tool is based on the three question survey used by Simioni et al.
(Simioni S, 2010). Additional neurological assessment modalities may be used as per Investigator’s discretion.

Performed by Principal Investigator or Study Coordinator

Blood pressure, heart rate, respiration rate, temperature assessed before and 15 minutes after study treatment administered at clinic

Hemoglobin, Hematocrit (HCT), Red Blood Cells (RBC), White Blood Cells (WBC) with total and differential count, Absolute Neutrophil Count (ANC) and platelets.
Serum Biochemistry

Hepatic function indicators: total and direct bilirubin, alkaline phosphatase, aspartate aminotransferase (AST), alanine aminotransferase (ALT), total protein, Lactate
dehydrogenase (LDH)

Renal function indicators: BUN, creatinine

Electrolytes: sodium, potassium, chloride, calcium and bicarbonate

Other: glucose (random), cholesterol (total)

ONLY performed on women of childbearing potential.

Includes: Absolute Lymphocytes, CD3 cell count, CD4 cell count, CD8 cell count, CD3 %, CD4 %, and CD8 %
PK samples for PRO 140 may be collected at during Treatment Extension Phase and at virologic failure

To assess subject compliance in abstaining from previous ART regimen after SV1 visit;

Blood sample collection prior to first treatment administration at SV2 and at the time of early breakthrough/virologic failure will be used for exploratory or confirmatory
purposes.

ONLY for subjects trained to perform self-administration of study treatment on weeks when clinic visit optional, i.e., no lab samples are required

Study treatment for self-administration will be provided to subjects during treatment visits at clinic; used vials from prior self-administration must be collected and
accounted for (see Section 4.2.2)

All study subjects will re-initiate their previous antiretroviral regimen: (1) One week prior to the end of 161-week Treatment Extension Phase, or (2) Anytime during the
Treatment Extension Phase, if virologic failure occurs or have met any other criteria for discontinuation of study treatment as specified in the protocol.

As assessed by Investigator when study treatment administered at the clinic.

Subject-perceived injection site pain (average pain since last treatment) will be assessed using the Pain Visual Analog Scale (VAS) prior to each study treatment
administration for subject’s randomized to PRO 140
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TABLE 1: SCHEDULE OF ASSESSMENTS — SCREENING AND TREATMENT EXTENSION PHASE (6 OF 8)
Treatment Treatment Treatment Treatment Treatment Treatment Treatment Treatment Treatment Treatment Treatment | Treatment | In case of
Extension Extension Extension Extension Extension Extension Extension Extension Extension Extension Extension Extension
Visit 60 - 63 | Visit 64-67 [ Visit 68-71 | Visit 72-75 | Visit 76-79 | Visit80-83 | Visit 84-87 | Visit 88-91 | Visit 92-95 | Visit 96-99 |Visit100-103 | Visit104-107 Virologic
Procedure/Assessments
Failure
Visit| TE60-63 | TE64-67 | TE68-71 | TE72-75 | TE76-79 | TE80-83 | TE84-87 | TE88-91 | TE92-95 | TE96-99 |TE100-103|TE104-107 VF
Window Period +3 days since last treatment
Symptom—dlrected physical X X X X X X X X X X X X
examination
Physical Examination X
Neurological Assessment'" X X X X
Quality of Life X X X X X X X X X X X X X
Assessment
. . [22]

Vital Signs X X X X X X X X X X X X X
Complete Blood Count
(CBC)™
Biochemistry®"

[21]
TruCount T assay™"! X X X X X X
PK sample for PRO 140"
Serum concentration for
ART drugs®! X X X X X X X X X X X X
Anti-idiotypic antibodies to X X X X X X X X X X X X X

PRO 140F"

20200515 PRO 140 CD 01 Extension SAP Final Version 1.0.docx

Confidential




Protocol # PRO 140_CD 01 Extension

Statistical Analysis Plan

CytoDyn Inc. Page 36
Treatment Treatment Treatment Treatment Treatment Treatment Treatment Treatment Treatment Treatment Treatment Treatment | In case of
Extension Extension Extension Extension Extension Extension Extension Extension Extension Extension Extension Extension
Visit 60 - 63 | Visit 64-67 | Visit 68-71 | Visit 72-75 | Visit 76-79 | Visit80-83 | Visit 84-87 | Visit 88-91 | Visit 92-95 | Visit 96-99 |Visit100-103 | Visit104-107 Virologic
Procedure/Assessments
Failure
Visit| TE60-63 | TE64-67 | TE68-71 | TE72-75 | TE76-79 | TE80-83 | TE84-87 | TE88-91 | TE92-95 | TE96-99 |TE100-103|TE104-107 VE
Window Period +3 days since last treatment
HIV Genotyping Assay
Trofile® DNA/RNA and
PhenoSense Entry Assay
Blood sample collection for
Exploratory/Confirmatory X
analysis'®’]
.. . [26]
PRO 140 Administration' X X X X X X X X X X X X
Subject dr
poject arug oy | X X X X X X X X X X X X
dispensing/accountability’
. . . [29]
Antiretroviral Regimen X
Injection Site Reaction
J 50 X X X X X X X X X X X X
Assessment
Injection Site Pain
X X X X X X X X X X X X
Assessment (VAS)P!
Adverse Events X X X X X X X X X X X X X
Concomitant Medications X X X X X X X X X X X X X
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[21] Performed when subject comes to clinic by Principal Investigator or designated study personnel. NOTE: The neurological assessment tool is based on the three
question survey used by Simioni et al. (Simioni S, 2010). Additional neurological assessment modalities may be used as per Investigator’s discretion..

[22] Blood pressure, heart rate, respiration rate, temperature assessed before and 15 minutes after study treatment administered at clinic
[23] Hemoglobin, Hematocrit (HCT), Red Blood Cells (RBC), White Blood Cells (WBC) with total and differential count, Absolute Neutrophil Count (ANC) and platelets.
[24] Serum Biochemistry:
Hepatic function indicators: total and direct bilirubin, alkaline phosphatase, aspartate aminotransferase (AST), alanine aminotransferase (ALT), total protein, Lactate
dehydrogenase (LDH)
Renal function indicators: BUN, creatinine
Electrolytes: sodium, potassium, chloride, calcium and bicarbonate
Other: glucose (random), cholesterol (total)
[25] Sample collected on adhoc basis, as per discretion of Sponsor/Investigator during the treatment phase.
[26] ONLY for subjects trained to perform self-administration of study treatment on weeks when clinic visit optional, i.e., no lab samples are required
[27] Study treatment should be administered at clinic.
[28] Study treatment for self-administration will be provided to subjects during treatment visits at clinic; used vials from prior self-administration must be collected and

accounted for (see Section 4.2.2).

[29] All study subjects will re-initiate their previous antiretroviral regimen: (1) One week prior to the end of 161-week Treatment Extension Phase, or (2) Anytime during
the Treatment Extension Phase, if virologic failure occurs or have met any other criteria for discontinuation of study treatment as specified in the protocol.

[30] As assessed by Investigator when study treatment administered at the clinic.

[31] Subject-perceived injection site pain (average pain since last treatment) will be assessed using the Pain Visual Analog Scale (VAS) prior to each study treatment
administration for subjects randomized to PRO 140.
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TABLE 1: SCHEDULE OF ASSESSMENTS — SCREENING AND TREATMENT EXTENSION PHASE (7 OF 8)

Treatment Treatment In case of
Procedure/Assessments Extension Visit | Extension Visit Virologic
Subsequent Weekly TE Visits Failure
(TE108-TE159)
Visit®?! TE160 TE161 VF
Window Period +3 days since last treatment

Symptom-directed physical examination XG4 X
Physical Examination X X
Neurological Assessment*"] X2 X X
Quality of Life Assessment™" X X
Vital Signs™ XG4 X X X
Complete Blood Count (CBC)P*% X X
Biochemistry*”) X X
Plasma HIV-1 RNA level Xt X X X
TruCount T assay X0 X X X
PK sample for PRO 140 X0B2 X X
Serum concentration for ART drugs™ XG4 X
Anti-idiotypic antibodies to PRO 140 XG4 X X
HIV Genotyping Assay X
Trofile® DNA/RNA and PhenoSense Entry Assay X X
Blood sample collection for
Exploratory/Confirmatory analysis®**! X X
PRO 140 Administration X X1 X101
Subject drug dispensing/accountability™"! X X
Antiretroviral Regimen*”! X X X
Injection Site Reaction Assessment!*! XG4 X X
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Treatment Treatment In case of
T Eat i AT S Extension Visit Extension Visit Virologic
Subsequent Weekly TE Visits Failure
(TE108-TE159)
Visitt*! TE160 TE161 VF
Window Period +3 days since last treatment
Injection Site Pain Assessment (VAS)™*! XB2 X X
Adverse Events®®! X X X X
Concomitant Medications X X X X
[32] In-clinic assessment(s) should be performed at least once every 4 weeks from TE108-TE159.
[33] Subjects should be instructed to report any new AEs that occur between clinic visits to site promptly
[34] Performed by Principal Investigator (or designee) when subject comes to clinic. NOTE: The neurological assessment tool is based on the three question survey used by
Simioni et al. (Simioni S, 2010). Additional neurological assessment modalities may be used as per Investigator’s discretion.
[35] Blood pressure, heart rate, respiration rate, temperature assessed before and 15 minutes after study treatment administered at clinic
[36] Hemoglobin, Hematocrit (HCT), Red Blood Cells (RBC), White Blood Cells (WBC) with total and differential count, Absolute Neutrophil Count (ANC) and platelets.
[37] Serum Biochemistry:
Hepatic function indicators: total and direct bilirubin, alkaline phosphatase, aspartate aminotransferase (AST), alanine aminotransferase (ALT), total protein, lactate
dehydrogenase (LDH)
Renal function indicators: BUN, creatinine
Electrolytes: sodium, potassium, chloride, calcium and bicarbonate
Other: glucose (random), cholesterol (total)
[38] Sample may be collected on ad hoc basis, as per discretion of Sponsor/Investigator during the Treatment Phase
[39] ONLY for subjects trained to perform self-administration of study treatment on weeks when clinic visit optional, i.e., no lab samples are required
[40] Study treatment for self-administration will be provided to subjects during treatment visits at clinic; used vials from prior self-administration must be collected and
accounted for (see Section 4.2.2).
[41] Study treatment should be administered at clinic.
[42] All study subjects will re-initiate their previous antiretroviral regimen: (1) One week prior to the end of 61109-week Treatment Extension Phase, or (2) Anytime during
the Treatment Extension Phase, if virologic failure occurs or have met any other criteria for discontinuation of study treatment as specified in the protocol.
[43] As assessed by Investigator when study treatment administered at the clinic.
[44] Subject-perceived injection site pain (average pain since last treatment) will be assessed using the Pain Visual Analog Scale (VAS) prior to each study treatment

administration for subjects randomized to PRO 140.
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TABLE 1: SCHEDULE OF ASSESSMENTS — SCREENING AND TREATMENT EXTENSION PHASE (8 OF 8)

Treatment In case of
Procedure/Assessments LB TR Virologic
Subsequent Weekly TE Visits Failure
(TE160 onwards)
Visit!*! EOT VF
Window Period +3 days since last treatment

Symptom-directed physical examination X0 X
Physical Examination X
Neurological Assessment!*"] X0 X X
Vital Signs®” x0B2 X X
Complete Blood Count (CBC)PY XH) X X
Biochemistry™*” XM X X
Plasma HIV-1 RNA level X X X
TruCount T assay X0 X X
PK sample for PRO 140 X0 X X
Serum concentration for ART drugs®®® X0 X
Anti-idiotypic antibodies to PRO 140 x0B2 X X
HIV Genotyping Assay X
Trofile® DNA/RNA and PhenoSense Entry Assay X X
Blood sample collection for
Exploratory/Confirmatory analysis!**! X X
PRO 140 Administration X Xt
Subject drug dispensing/accountability™'! X X
Antiretroviral Regimen!*? X X
Injection Site Reaction Assessment!*’! X0 X
Injection Site Pain Assessment (VAS)!*! X0 X
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Treatment In case of
Procedure/Assessments HxiensionRyisg Virologic
Subsequent Weekly TE Visits Failure
(TE160 onwards)
VisitB EOT VF
Window Period +3 days since last treatment
Adverse Events™ X X X
Concomitant Medications X X X
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[32] In-clinic assessment(s) should be performed at least once every 4 weeks from TE108-TE159.

[33] Subjects should be instructed to report any new AEs that occur between clinic visits to site promptly

[34] Performed by Principal Investigator (or designee) when subject comes to clinic. NOTE: The neurological assessment tool is based on the three question survey used by
Simioni et al. (Simioni S, 2010). Additional neurological assessment modalities may be used as per Investigator’s discretion.

[35] Blood pressure, heart rate, respiration rate, temperature assessed before and 15 minutes after study treatment administered at clinic

[36] Hemoglobin, Hematocrit (HCT), Red Blood Cells (RBC), White Blood Cells (WBC) with total and differential count, Absolute Neutrophil Count (ANC) and platelets.

[37] Serum Biochemistry:
Hepatic function indicators: total and direct bilirubin, alkaline phosphatase, aspartate aminotransferase (AST), alanine aminotransferase (ALT), total protein, lactate
dehydrogenase (LDH)
Renal function indicators: BUN, creatinine
Electrolytes: sodium, potassium, chloride, calcium and bicarbonate
Other: glucose (random), cholesterol (total)

[38] Sample may be collected on ad hoc basis, as per discretion of Sponsor/Investigator during the Treatment Phase

[39] ONLY for subjects trained to perform self-administration of study treatment on weeks when clinic visit optional, i.e., no lab samples are required

[40] Study treatment for self-administration will be provided to subjects during treatment visits at clinic; used vials from prior self-administration must be collected and
accounted for (see Section 4.2.2).

[41] Study treatment should be administered at clinic.

[42] All study subjects will re-initiate their previous antiretroviral regimen: (1) One week prior to the end of 61109-week Treatment Extension Phase, or (2) Anytime during
the Treatment Extension Phase, if virologic failure occurs or have met any other criteria for discontinuation of study treatment as specified in the protocol.

[43] As assessed by Investigator when study treatment administered at the clinic.

[44] Subject-perceived injection site pain (average pain since last treatment) will be assessed using the Pain Visual Analog Scale (VAS) prior to each study treatment
administration for subjects randomized to PRO 140.

[45] Should be performed at least once every 12 weeks from TE160 onwards.
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