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APPENDIX F: CURRENT RECRUITMENT STRATEGY AND SCHEMATIC FOR
INTAKE AND CONSENT FOR RESEARCH AT RESEARCH DESIGNATED CLINIC

Proposed Patient Recruitment for COVID-19 Research:

Multiple patient streams referred to centralized research unit

Research unit has established COVID-19 protocols

Creates synergy to maximize recruitment into studies — minimized competition
Can advertise one site for research referral or to direct interested patients

Takes advantage of existing relationship with patient referral streams and CCTS biobank to create streamlined process,
avoiding duplicated efforts, and lost opportunities for recruitment
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PATIENT FLOW FOR INTAKE INTO ID CLINIC

Patient Referred to Research Clinic

}

Patient Given Appropriate PPE and Roomed
at Check-in

}

Preliminary Clinical Visit Performed and
Interest in Research Study Confirmed

Not Interested in Trial Interested in Trial

Consent Obtained, Eligibility
Assessed by Questionnaire
and Record Review

LPN, Medical Assistant, Iv_ledlcal el Obtalr)s
; . Vitals, Conducts Basic
or Provider Obtains Exam. Obtains EKG
Vitals and Conducts i 5

Blood, and other
Exam

Specimens

Discharge Home with Follow-up or Face-to-Face
Visit/Escalation of Care as Needed
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APPENDIX G: TOXICITY GRADING SCALES FOR DETERMINING SEVERITY OF
ADVERSE EVENTS

https://www.niaid.nih. gov/research/dmid-safety-reporting-pharmacovigilance
ADULT TOXICITY TABLES

ABBREVIATIONS: Abbreviations utilized in the Table:

ULN = Upper Limit of Normal LLN = Lower Limit of Normal
R, = Therapy Req = Required

Mod = Moderate IV = Intravenous

ADL = Activities of Daily Living Dec = Decreased

ESTIMATING SEVERITY GRADE

For abnormalities NOT found elsewhere in the Toxicity Tables use the scale below to estimate
grade of severity:

GRADE 1 Mild Transient or mild discomfort (< 48 hours); no medical
intervention/therapy required

GRADE 2 Moderate Mild to moderate limitation in activity - some assistance may be
needed; no or minimal medical intervention/therapy required

GRADE 3 Severe Marked limitation in activity, some assistance usually required;
medical intervention/therapy required, hospitalizations possible

GRADE 4 Life-threatening Extreme limitation in activity, significant assistance required;
significant medical intervention/therapy required, hospitalization or
hospice care probable

SERIOUS OR LIFE-THREATENING AEs

ANY clinical event deemed by the clinician to be serious or life-threatening should be
considered a grade 4 event. Clinical events considered to be serious or life-threatening include,
but are not limited to seizures, coma, tetany, diabetic ketoacidosis, disseminated intravascular
coagulation, diffuse petechiae, paralysis, acute psychosis, severe depression.
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HEMATOLOGY
Grade 1 Grade 2 Grade 3 Grade 4
Hemoglobin 9.5-10.5 g/dL. 8.0-9.4 ¢/dL 6.5-7.9 g/dL <6.5 g/dL
Absolute Neutrophil 1000-1500/mm> 750-999/mm’ 500-749/mm> <500/mm’
Count
Platelets 75.,000-99,999/mm’> 50,000-74,999/mm’? 20,000-49,999/mm?> <20,000/mm>
WBCs >13,000/ mm’ 13,000-15,000/mm? 15,000-30,000/mm’> >30,000 or
<1,000/mm’
Polymorphonuclear >80% 90-95% >95% —————-
Leucocytes + Band
Cells
Abnormal Fibrinogen Low: Low: Low: Fibrinogen
100-200 mg/dL <100 mg/dL <50 mg/dL associated with gross
High: High. e bleeding or with
400-600 mg/dL >600 mg/dL disseminated
coagulation
Fibrin Split Product 20-40 pg/mL 41-50 pg/mL 51-60 pg/mL >60 pg/mL
Prothrombin Time (PT) 1.01-1.25 x ULN 1.26-1.5 x ULN 1.51-3.0 x ULN >3 x ULN
Activated Partial 1.01-1.66 x ULN 1.67-2.33 x ULN 2.34-3 x ULN >3 x ULN
Thromboplastin (APPT)
Methemoglobin 5.0-9.9% 10.0-14.9% 15.0-19.9% >20.0%
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CHEMISTRIES
Grade 1 Grade 2 Grade 3 Grade 4
Hyponatraemia 130-135 mEq/LL.  123-129 mEq/L  116-122 mEq/L < 116 mEq/L or abnormal sodium
with mental status changes or
seizures
Hypernatraemia 146-150 mEq/LL.  151-157 mEq/L  158-165 mEq/L > 165 mEq/L or abnormal sodium
with mental status changes or
seizures
Hypokalaemia 3.0-34mEq/L 25-29mEg/L 2.0-24mEqL < 2.0 mEq/L or abnormal potassium
or intensive replacement with paresis, ileus or life-threatening
therapy or hospitalization arrhythmia
required
Hyperkalaemia 56-6.0mEq/L 6.1-65mEq/L 6.6-7.0mEq/1 > 7.0 mEq/L or abnormal potassium
with life-threatening arrhythmia
Hypoglycaemia 55-64 mg/dL 40-54 mg/dL 30-39 mg/dL <30 mg/dL or abnormal glucose with
mental status changes or coma
Hyperglycaemia 116 - 160 161- 250 mg/dL. 251 - 500 mg/dL > 500 mg/dL or abnormal glucose
(non-fasting and no  mg/dL with ketoacidosis
prior diabetes) or seizures
Hypocalcaemia 84-78mg/dL 7.7-7.0mg/dL 6.9 -6.1 mg/dL < 6.1 mg/dL or abnormal calcium
(corrected for with life threatening arrhythmia or
albumin) tetany
Hypercalcaemia 106-11.5 11.6-12.5 12.6 - 13.5 mg/dL. > 13.5 mg/dL or abnormal calcium
(correct for mg/dL mg/dL with life-threatening arrhythmia
albumin)
Hypomagnesaemia 1.4-12mEq/L 1.1-09mEq/L 0.8-0.6mEq/L < 0.6 mEq/L or abnormal magnesium
with life-threatening arrhythmia
Hypophosphataemia 2.0-24 mg/dL. 1.5-19mg/dL.  1.0-1.4 mg/dL < 1.0 mg/dL or abnormal phosphate
or intensive therapy with life-threatening arrhythmia
replacement Rx  or hospitalization required
required
Hyperbilirubinaemia 1.1-15xULN 1.6-25xULN 2.6-5xULN >5x ULN
BUN 1.25-25x 26-5xULN 5.1-10xULN >10x ULN
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RESPIRATORY
Grade 1 Grade 2 Grade 3 Grade 4
Cough transient- no persistent cough; Paroxysmal cough;
treatment treatment responsive  uncontrolled with
treatment
Bronchospasm, transient; no requires treatment; no normalization with cyanosis: FEV, <25% of peak
Acute treatment; 70% - normalizes with bronchodilator; FEV;25%  flow or intubation necessary
80% FEV, of peak bronchodilator; FEV; - 50% of peak flow; or
flow 50% - 70% (of peak retractions present
flow)
Dyspnoea dyspnoea on exertion dyspnoea with normal dyspnoea at rest dyspnoea requiring Oxygen
activity therapy
Adult respiratory - - Present with radiologic Life-threatening respiratory or
distress findings; intubation not hemodynamic compromise;
syndrome indicated intubation or urgent
intervention indicated
Pulmonary Mild symptoms; Moderate symptoms;  Transfusion indicated; Life-threatening
hemorrhage intervention mvasive invasive intervention consequences; intubation or
not indicated intervention not indicated; hospitalization urgent intervention indicated
indicated
Pneumonitis Asymptomatic; Symptomatic; medical Severe symptoms; limiting Life-threatening respiratory
oxygen indicated  clinical or intervention indicated; self compromise; urgent
diagnostic limiting instrumental ~ care ADL; intervention indicated (e.g.,

observations only;
intervention not
indicated

ADL

tracheotomy or intubation)

Lung infection -

Moderate symptoms;
oral intervention
indicated (e.g.,
antibiotic, antifungal,
or antiviral)

IV antibiotic, antifungal, or
antiviral intervention
indicated; invasive
mtervention indicated

Life-threatening
consequences; urgent
intervention indicated
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GASTROINTESTINAL
Grade 1 Grade 2 Grade 3 Grade 4
Nausea mild or transient; moderate no significant intake; requires IV~ hospitalization required;
maintains reasonable  discomfort; intake fluids
intake decreased
significantly; some
activity limited
Vomiting 1 episode in 24 hours  2-5 episodes in 24 >6 episodes in 24 hours or physiologic consequences
hours needing IV fluids requiring hospitalization or
requiring parenteral nutrition
Constipation requiring stool requiring laxatives obstipation requiring manual obstruction or toxic
softener or dietary evacuation or enema megacolon
modification
Diarrhea mild or transient; 3-4  moderate or >7 loose stools/day or bloody hypotensive shock or
loose stools/day or persistent; 5-7 loose  diarrhea; or orthostatic physiologic consequences
mild diarrhea last <1  stools/day or hypotension or electrolyte requiring hospitalization
week diarrhea lasting >1 imbalance or >2L IV fluids
week required
Oral mild discomfort; no some limits on eating/talking very limited, unable to drink fluids;
Discomfort/  difficulty swallowing  eating/drinking unable to swallow solid foods requires IV fluids
Dysphagia
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NEUROLOGICAL
Grade 1 Grade 2 Grade 3 Grade 4
Neuro-Cerebellar slight incoordination  intention tremor, locomotor ataxia incapacitated
dysdiadochokinesis dysmetria, slurred

speech; nystagmus

Psychiatric mild anxiety or moderate anxiety or severe mood changes  acute psychosis requiring
depression depression; therapy requiring therapy; or  hospitalization; or suicidal
required; change in suicidal ideation; or gesture/attempt or
normal routine aggressive ideation hallucinations
Muscle Strength subjective weakness /  mild objective objective weakness paralysis
no objective signs/symptoms/ no function limited
symptoms/ signs decrease in function
Paresthesia mild discomfort; no moderate discomfort; severe discomfort; or  incapacitating; or not

(burning, tingling,
etc.)

treatment required

non-narcotic analgesia
required

narcotic analgesia
required with
symptomatic
improvement

responsive to narcotic
analgesia

Neuro-sensory

mild impairment in
sensation (decreased
sensation, e.g.,
vibratory, pinprick,
hot/cold in great toes)
in focal area or
symmetrical
distribution; or change
in taste, smell, vision
and/or hearing

moderate impairment
(mod decreased
sensation, e.g., vibratory,
pinprick, hot/cold to
ankles) and/or joint
position or mild
impairment that is not
symmetrical

severe impairment
(decreased or loss of
sensation to knees or
wrists) or loss of
sensation of at least
mod degree in
multiple different
body areas (i.e., upper
and lower extremities)

sensory loss involves limbs
and trunk; paralysis; or
seizures
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MUSCULOSKELETAL
Grade 1 Grade 2 Grade 3 Grade 4
Arthralgia (joint pain) mild pain not moderate pain, analgesics severe pain; pain and/or  disabling pain
interfering with and/or pain interfering analgesics interfering
function with function but not with  with activities of daily
activities of daily living living
Arthritis mild pain with moderate pain with severe pain with permanent and/or
inflammation, inflammation, erythema inflammation, erythema  disabling joint
erythema or joint  or joint swelling — or joint swelling —and destruction

swelling — but not
interfering with
function

interfering with function,
but not with activities of
daily living

interfering with activities
of daily living

Myalgia

myalgia with no
limitation of
activity

muscle tenderness (at
other than injection site)
or with moderate
impairment of activity

severe muscle tenderness
with marked impairment
of activity

frank myonecrosis
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SKIN

Grade 1 Grade 2 Grade 3 Grade 4
Mucocutaneous erythema; pruritus  diffuse, maculo vesiculation or exfoliative dermatitis,
papular rash, dry  moist mucous membrane
desquamation desquamation or involvement or erythema,
ulceration multiforme or suspected
Stevens-Johnson or
necrosis requiring
surgery
Induration <15 mm 15-30 mm >30 mm
Erythema <15 mm 15-30 mm >30 mm
Edema <15 mm 15-30 mm >30 mm
Rash at Injection <15 mm 15-30 mm >30 mm
Site
Pruritus slight itching at moderate itching  itching over

injection site

at injection
extremity

entire body
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SYSTEMIC
Grade 1 Grade 2 Grade 3 Grade 4
Allergic Reaction  pruritus without localized urticaria  generalized anaphylaxis
rash urticaria;
angioedema
Headache mild, no treatment transient, severe; responds  intractable; requires
required moderate; to initial narcotic repeated narcotic therapy
treatment therapy
required
Fever: oral 37.5-385C 38.6-39.5Cor 396-405Cor >40C
or 101.6-1029F 103-105F or
100.0-101.5F >105F
Fatigue normal activity normal activity normal activity ~ unable to care for self
reduced < 48 decreased 25- decreased > 50%
hours 50% > 48 hours can’t work
Infections and Asymptomatic or  Moderate; Severe or Life-threatening
infestations - mild symptoms; minimal, local or  medically consequences; urgent
Other, clinical or noninvasive significant but intervention indicated
diagnostic intervention not immediately
observations only; indicated; life threatening;
intervention not limiting age hospitalization
indicated appropriate or prolongation
instrumental ADL  of existing
hospitalization
indicated;
limiting self-care
ADL
Sepsis - - Blood culture Life-threatening
positive with consequences; urgent
signs or intervention indicated
symptoms;
treatment
indicated
Allergic reaction  Systemic Oral intervention  Bronchospasm;  Life-threatening
intervention not indicated hospitalization consequences; urgent
indicated indicated for intervention indicated
clinical
sequelae;
intravenous
intervention
indicated
Anaphylaxis - - Symptomatic Life-threatening
bronchospasm,  consequences; urgent
with or without  intervention indicated
urticaria;
parenteral
intervention
indicated;

allergy-related
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edema/angioede
ma;
hypotension
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APPENDIX H: ORDERING INSTRUCTIONS FOR ARM E, ARTEMILIFE TEA OR COFFEE

The information for supply of Artemisia annua is as follows:
Baesman Distributors
4477 Reynolds drive
Hilliard, Ohio 43026

Contact: Thaesman@baesman.com

Record of Request for Arm E, MCC-COVID-01-PMC clinical trial

OVERNIGHT SHIPMENT TO:

Name:

Address:

Contact Phone Number:

Dispense:
0 Coffee: Dispense 42 pods (450 mg)

0 Pod coffee maker (if patient does not have a pod coffee maker)
OR
0 Tea: Dispense 84 tea bags (225 mg)

Ordered by:

Study Coordinator Date

Enter data into portal as described below.


mailto:Tbaesman@baesman.com
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SCREEN SHOTS OF ORDERING PORTAL

SIGN IN

Password

ARTEMI

Welcome, creeder

CHANGE PASSWORD

HOME

OFFER ID:

ALO1

DESCRIPTION:

30CT. POUCH, CHAI TEA BAGS

PRICE:

340.00

UNIT OF MEASUREMENT:
30CT. POUCH

AVAILABILITY:
UNITS IN CART:

D N STDCK

VIEW SHOPPING CART ORDER CHECKBOX
]

OFFER ID:

ALD1_15_8

DESCRIPTION:

MONTHLY SUBSCRIPTION - 15 DAY SUFPLY OF
ARTEMITEA CHAI (1 POUCH)

PRICE:

>

55.00

UNIT OF MEASUREMENT:
30CT. POUCH

AVAILABILITY:

IN STOCK

ORDER CHECKBOX
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ARTEMI | /&

LOGOUT

Welcome, creeder

CHANGE PASSWORD

ltems in Your Shopping Cart:
|||rtem s:"nescriptinn: ||[]uantity: ||Ur|i't Price: ||Tn1:al Price || |

ALO1  30ct Pouch. Chai Tea Fial_;:-:|1 | 540.00 54000 |Remove From Cart

Checkout [Update Cart‘ [Continue Shopping‘

Shopping Cart

UNITS IN CART:
1
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ARTEMI [/ &

LoGouT

Welcome, creeder

CHANGE PASSWORD

Ordered by:

Search

COMPANY
Shopping

Cart

UNITS IN CART: ADDRESS 1
;

ADDRESS 2
VIEW SHOPPING CART

ADDRESS 3

LELED ]

Orders

STATE

REVIEW UNSUBMITTED

ORDERS ZIP/POSTAL CODE

ORDER HISTORY COUNTRY

PHONE
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Uraerea py:

Ordered By
Chandra Reeder
Baesman

4477 Reynolds Drive
Hilliard, Dhio 43026
United States
Shﬂppll‘lu Phone: 41421967431

Cart Email: creeder@baesman.com

Search

Ship to:
UNITS IN CART:

L Clear Fields

NAME

VIEW SHOPPING CART

COMPANY

LELED]
Orders TITLE

ADDRESS 1

REVIEW UNSUBMITTED

ORDERS ADDRESS 2

DRDER HISTORY ADDRESS 3
cITY |
STATE |

ZIP/POSTAL CODE

COUNTRY

PHONE
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