Infusion Units for

COVID-19 Antibody
Treatment

OPERATIONS GUIDE
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— -,)Antibody

* —FG",)Advanced cardiovascular life support
* HC,)Blood pressure

* HG'",)Basic life support

« 1;JC,)Di(2-ethylhexyl)phthalate

* 1K,)Doctor of Osteopathic Medicine

* ;L",)Emergency medical services

* ;M-,)Emergency Use Authorization

* JFC,)Healthcare provider

* J3C--,)Health Insurance Portability and Accounting Act
* J7,)Heart rate

* 3N, Intravenous

» L1,)Doctor of Medicine

» OEQ@,)A U.S. standard that requires masks to be able to filter out
at least 95% of very small particles, including droplets containing COVID-19.

* OC,)Nurse practitioner

* C-,)Physician assistant

* CF7,)Polymerase chain reaction

* C3FF,)Peripherally inserted central catheter
» CC;,)Personal protective equipment

* CNF,)Polyvinyl chloride

* 77,)Respiratory rate

e "—;,)Serious adverse event
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Eli Lilly and Company is bringing the full force of its scientific and medical expertise to attack the coronavirus
pandemic around the world. Recent authorization by regulatory authorities has provided new treatment
options for patients with COVID-19. The availability of these new therapeutic treatments requires partnership
between pharmaceutical companies and the broader healthcare community to ensure essential access to
these medicines. Increasing ambulatory infusion services for patients with COVID-19 is a critical aspect in
fighting this pandemic.

This Operations Manual provides recommendations for establishing infusion units to treat patients with
COVID-19 in diverse settings. It was developed based on Lilly’s experience working with health networks
and hospital systems to establish two separate pop-up infusion units.

The recommendations herein are not meant to supplant or supersede any local, state or other applicable
requirements. It is your obligation to know those requirements, and to follow them should they conflict with
the recommendations herein.

The figure below depicts a high-level process overview for use of therapeutic neutralizing antibodies in
patients with COVID-19.

Providing access to new COVID-19 treatments involves a multi-step process, including:

Testing and Ordering and Product Follow-up and
Prescribing Product Supply Administration Monitoring
(Infusion)

This manual specifically
addresses only this step of
the treatment process.

This manual addresses Step 3: Product Administration (Infusion), and includes process steps that represent
an example approach to establishing an ambulatory infusion unit with no existing process or infrastructure.
This is intended to depict minimum recommendations for operating an infusion unit. These guidelines are not
intended to supersede local recommendations and practices.
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Q1.7%%):R+ lists the roles and staffing recommendations for an ambulatory infusion unit administering
therapeutic neutralizing antibodies to patients with COVID-19.

In addition, the infusion unit must have a licensed practitioner (MD/DO/NP/PA) readily available on-site, by
phone or by telehealth during medication administration.

Preparation of IV admixture can be conducted at the infusion unit by a trained healthcare provider as
determined by state and local requirements. IV admixture should be prepared in a secure area with a
working sink available.

Q1.%):R+, Staffing Recommendations r#:$%&9%(%) #+$+,-#$./$01%&/'$0-$2/+1$33456

CLhu# (e (h1S# Person with basic administrative skills
1/59)i(852¢" () Healthcare professional trained in IV admixture preparation (e.g., nurse,
=/#=1/1%" ( pharmacist, pharmacy tech)

Healthcare professional trained in:
3(8524" (,)2%1/%)3NT) » starting an IV

14=4(62%#/) * administering IV infusion
£(852¢" (0) » assessing infusion-related reactions
e G E) » treating infusion-related reactions
 vital sign monitoring
Healthcare professional trained in:
. o » assessing infusion-related reactions
9 gﬁ%ﬁ%&( 0 » treating infusion-related reactions
)  vital sign monitoring
» providing discharge education for the patient
ClLu# (/#1124 Person with basic administrative skills
V12#)/#="01? . . . - .
L(ASHLQC Person trained in COVID-19 cleaning and disinfection
O"1#2,)

* Infusion units should consider having at least one healthcare professional with Advanced
Cardiovascular Life Support (ACLS) certification, Basic Life Support (BLS) certification or equivalent.

» Atleast one healthcare professional should be able to respond to medical emergency (e.g., severe infusion
reaction); specific certifications may be required based on state and healthcare facility regulations and policies.

* The same healthcare professional may perform more than one role. Cross-training tasks where
possible will provide the greatest flexibility in an infusion unit.

« State or country recommendations may dictate specific qualifications for some roles.
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The tables in this section list the basic equipment and supply recommendations for an ambulatory infusion
unit to administer therapeutic neutralizing antibodies to patients with COVID-19. Each table covers a
single process step and is labeled accordingly.

Q1. %)@r+

101233(14256(.748294(%947:2

I"HSY& (H)*+"$%, "-%. () #+0 1+-#2,/%.()/#+0 33&

1041',4.1,84#")41%,&.0,- %AH#AL'C \>"6)>01#& :6%A'&.R066.&1T'&S
1>, 90)'.8>1'6-8.%#.7%776'&
()>'-"6'#.0,-.61&4.%M.0$$%1, 4+ 4& JUP.+0&G&. M%#.&40MM
BMM1).&"$$61'&.R'Z7Z[.$',&[.&40$6'H]. :%C,&[.>01#.)0$&.0,-.&>%" ) YA HE&
&)18&YHE[ $0SH.)61S&[.$#1,4'H].'4)ZS

<61$0%0#-.

1041',4.F,M"&1%,.96%C&>"4.0,-.F,M"&1'
*0)41%,.9%#+&

<>)G 7,.4006'
<>01#R&S.M%#.)3)&40MM
/6'0)>.80,141T1,7.C1$'&
=0,-.80,141T'#
(4%#07'.)%,401, #&
=06&$1406.7#0-'.-1&1,M")40,4
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, (4416'.06)%5%66.$45 $0-& 19%6C,&[.>01#.)0$&..0,- &>%'.) Yo A'H&

(>0#$&.)%,401, #&

#'7.4#0,8&$%#4.007&.R1IM."&1,7.+%01
$>0#+0)8S
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("$$68.)0#4.%6#.%4>'#.84%#07')001,4  RIN=1#&$H#04[.4'+$[.BH.&04S. 1%C,&[.>01#.)0$&.0,-.&>%' ) YoA#&.
=0,-.80,141T'# (4'#16'06)%>%6$#'$$0-&

=0,-.&%0$.R1M.&1,G.0A016006'S F1.)04>'44&.

/1%>0TO#-.4#0&>.)0, FI.'K4',&1%,.4"01,7

/6'0)>.C1$'& RM%#.)6'0,1,7.,9%? F1.)0$&

'6')44%,1).'3"1$+' 4S N #,13"4

J6)%>%6.C1$'& RM%#.)6'0,1,7.'6)4#%,  11<.1,M"&1%,.8'4&

3"1$+',4S XZHX_XZHH $%668'4>'#&"6MURI2(S.

(A%#H0T')%,401, #& 1,%1,"M164'#

A +4#8& MY%#.F1.&4041%,&.0,- %O&#A0L  0"T'.$0-&
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Each infusion unit should have medical emergency supplies and medications (e.g., infusion reaction kit), a
qualified healthcare provider and emergency procedures.

It is essential that infusion units have standard operating procedures in place, including instructions for unit
staff on the management of emergency events and contacting emergency medical services.

Q1.7#)@R@)lists medical emergency supplies.

QL.7#)0%@

Medications

("$$68.&>%"6-.0".0-'3"04".4%.4#'04.
'K$)4'-.,"+0'#.%M.$041',4&.0,-.
>8%'#&',&141A148.4#0)41%,&

IV Supplies

Airway

1#"#*(*%; +27**+"- $#T7"0

J6O"4'#9%6.1,>06'#
1$>',>8-#0+1,".1,a')41%,

2$1,'$>#1,''XZD.+7_+@.RD.+7_DX.+@S.
B*.'$1,'$>#1,"0"4% 71,a)4%f##.XZL.+7

(%6"5'-#%6.1,a')41%,

XZUb.&%-1"+.)>6%#1-'.M6"&>.RDX.+@:
XZUDb.&%-1"+.)>6%#1-'.007.RPXX.+@S

BK87',.R,0&06.)0,,"60_M0)".+0&GS

<--#$H#HT",/%67"0#-+:,$#7"0

J-.%&1,'.1,a)41%,
JAH%$1,'.&"6MO4’
<>'C006'.J(J

"KA#%&' PXb.1,a')41%,
F,&406")%&'

114#%768)'#1,'
B,-0,&4#%,.1,a')41%,
(%-1"+.01)0#0%,04'.1,2')41%,

FI.O-+1,.8'4
FI.8&40#4.G14

F1.)04>'4'%.

1%, 22=1. 04> 'K4',&1%,.&'4
Pb.-'K4#%&'.007

J1#C08.'3"1$+,4.R%#06.01#CO8[.
&")41%,[.M0)' . +0&GP+O" 007S
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Listed below are facility recommendations for an ambulatory infusion unit to administer therapeutic
neutralizing antibodies to patients with COVID-19.

.

Separation of patients with COVID-19 through scheduling and/or separate physical location (from entry
through exit).

Areas for check-in, infusion and observation of patients with COVID-19.
Separate restrooms for patients and staff within or adjoining the infusion unit.
Separate area for infusion unit staff to don PPE equipment prior to entering the infusion unit.

Clear signage at entrances providing direction for patients to minimize interaction of patients with
COVID-19 with staff and other patients.

Chair configuration allowing space for infusion unit staff to conduct procedures.
Americans with Disabilities Act (ADA) or country equivalent compliant access (wheelchair accessible).
Appropriate infusion unit security.

Infusion units should consider technology infrastructure to meet operational needs. Basic
considerations may include WiFi access, printers, scanners, fax capability and phone service.

Consideration for whether management of the facility will be impacted by the number of air exchanges
per hour. For example, “hospital grade” is considered six air exchanges per hour.

Units should establish when they would consider the area clean enough to enter without N95 or
equivalent PPE.

If at all possible, ensure the infusion unit has a floor surface that can be mopped rather than carpet.

X#H/1)FHLGC9)L(A)" LY 14" (X541 ($#

Listed below are cleaning and sanitization recommendations:

.

All surfaces in contact with patients with COVID-19 must be sanitized between uses, this includes
chairs for infusion and equipment (blood pressure cuff, pulse oximeter, stethoscopes, etc.)

For COVID-19 disinfectants, surface types and contact time required, please visit:
Zih=2,[[$8=5 . R#=1R9 " O[94\AY[4420(BH#BNL (2[4 (A#]RS8=>

For additional guidance on disinfecting, please visit:
N\ \f#=1R89 " O[28#2[=/ " 45Sh " ([8M#2[ 1 * 1 *U*: [4 " $5=>#(%2[6+B - PAU
NET=HQQOOLISHASING " > . "A=21$1/4M(8"9/1=Z4$N - RHENB==>R=48

Arrange routine housekeeping and laundry services.
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Process steps are examples only. The process overview for the administration of therapeutic neutralizing
antibodies represents an example approach to establish an ambulatory infusion unit with no existing
process or infrastructure. The process is intended to provide recommendations for operating an infusion
unit. These recommendations are not intended to supersede local requirements and practices.

JKOZUCHO#)C/ = $#22)KO#/08#\

The high-level process overview in this section is divided into five main steps, with estimated time periods
assigned to each step. Further details about each step are also provided later in this section.

For the entire process outlined below, infusion units should allow approximately three hours per patient.
Total time may be shortened if [V admixture is prepared in advance of patient arrival (see note below
about Step 2: [V Admixture Preparation).

Total time and time of each step may vary based on product-specific instructions and specific infusion unit
operations.

o ( ©
Observation****
(60 minutes)

IV admixture ST E P 3
ST E P 1 preparation** NoteRecommended ST E P 5
post-infusion observation

(~30 minutes) Infusion®** time is 60 minutes. Actual
. chair utilization time may
(60 minutes) be ~75 minutes. Patient Release

STEP 2 Gt ez
up to 120 minutes. ST E P 4

] t J

_CAT M) 14>4(24/ 14" (1)1)=1%# ()22 " 574)Z10#,

Patient Intake*
(~5 minutes)

» Been referred by HCP and have a prescribing HCP order per EUA guidelines.

* Registered in advance (e.g., online, phone call).

» Been provided directions and instructions at time of appointment or registration.

_ M) L RN)—A=J45/#)CA=1/18T O$LQ) " $85/)=/8" Nh " DRQ=1/174)\MZ) " /) 18%#/)" "ttt=)+,) C Lk (4)3 (h1SHR

_UHEE)6,) s 1>=)524#4) 1)/#$ " >>H#(AH#A(B5 24" (H=>H#) " 8)B*)=L(SH2R)F " (25%) ; M—)8" /) 1$517)
JHS" >>#(4#A) (8524 OH=>#)

) O 2HR(B526" ()" - 2#/018 " OHS#2)>1W)0LM)S)E" )+ 1%)>4(58#2) " /)= " /R
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STEP 1 ( o

Collect patient
information. Confirm drug

. : ) The patient completes  preparation. ST E P 1
STE P 1 infusion unit.

Patient enters

personal information

Patient instructed to on the Infusion
switch to clean surgical ~ Flowsheet: i )
Patient mask or N95 mask o Direct patient to
aten . 2‘4203 the waiting area
arrives a Lk ieh g mergency Notify drug preparation Leave Patient Infusic

i i i i name/contact info i .
infusion unit. S;z%ﬂcéaﬁ,ezigcl)gtment ¥ Personal cell personnel to initiate IV Flowsheet with
Clearly marked signage phone number admixture prep. infusion nurse.

instructs patients to
Leave HCP order wir

desi d door. . . )
Il STEP 1 [ oD 1 e

document on Patient
Infusion Flowsheet.

Confirm that IV
admixture is available.

o J Provide patient with
overview of what to
expect.

— 440" (1)$" (2UAH/ 11" (2)8" /) =)+, C LIk (3 (KLSH,

« If space constraints prevent use of a check-in or waiting area, patients may be asked to wait in their car
and call the infusion unit upon arrival. In such cases, patient intake activities can be conducted via phone.

» Have copies of the Fact Sheet for each product to provide to patients.

» Signage outside of the infusion unit should restrict entry for all individuals other than the patient being
treated. Exceptions may be made in situations where the patient is a minor.
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Step 2: IV Admixture Preparation can occur prior to, in parallel with or after Step 1: Patient Intake.

STEP 2A

Obtain HCP order from

Ll SElE STEP 2B order attached.

Prepare IV admixture
per product preparation
guidelines.

STEP 2C

Deliver IV bag to
infusion chair with HC

— 445" (10)$" (2A#/15" (2)8" /) "##=)1,)IN) - 4=>{]45/H)ClH#=1/1%" (,

Infusion units must refer to product-specific recommendations to ensure appropriate product conditions
are maintained during storage, preparation and transportation.

Maintain drug accountability log to link drug lot number to patient.

Depending on infusion unit practice and considering product preparation and storage recommendations,
IV admixture may be prepared in advance of patient arrival at the infusion unit.

IV admixture should be labeled with patient’'s name and DOB, drug name and dose, diluent type and
volume, date and time of preparation, and recommended infusion time, per healthcare provider order.
Consider process for managing inventory of product from each manufacturer with that of the appointment
demand to ensure availability of the prescribed medicines before confirming appointments.
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STEP 34

Confirm patient ID
matches Patient
Infusion
Flowsheet.

Confirm name and date
of birth on Patient
Infusion Flowsheet.

Confirm that patient

understands process,
time required and answe
any questions.

Patient Infusion
Flowsheet on clipboard
will remain with patient
throughout the process.

S

° ﬂ
Obtain and record
baseline vitals.
(
Take and record vitals ST E P 3
(BP, HR, RR, temp, 02

sat) on Patient Infusion
Flowsheet. Start IV.

Place an IV line in
preparation for infusion.

If there are any
concerns, contact the
infusion unit HCP.

Take care to maintain
appropriate aseptic
techniques.

STEP 3l
o

Obtain IV admixture

This may be prepared
ahead of patient arrival
or at patient arrival.

Obtain IV admixture from
the preparation area or
drop-off location if coming
from another location.

Admixture should be
delivered at room
temperature.

Verify HCP orders, and
confirm IV admixture
matches order prior to
starting infusion.

Initiate the infusior

Infusion must be
completed by the
qualified HCP.

Connect and initiate th
infusion, and set for th
appropriate infusion tir
if using an IV pump.

Record the start time ¢
the infusion on the Pat
Infusion Flowsheet.

If using gravity feed,

calculate the appropriat
drip rate and monitor dt
the infusion. See Apper
G: Gravity Feed Guidel
for general consideratic
for gravity feed infusion

( o
°
Observe patient
for signs of Confirm
hype_rsensitivity completion ST E P 3 I
reaction. of infusion.

As per any infusion, the
responsible HCP must
monitor for adverse eve
and hypersensitivity
reactions.

Once the infusion
commences, follow the
guide on infusion

reactions (See Appendix B:

Infusion Reactions).

Record any issues and

manage any reactions. Seeon Patient Infusion

Appendix B: Infusion
Reactions for general
considerations to manage
hypersensitivity reactions.

P3
S

Once the infusion of the

Record earliest

medicine is complete, o 5
Sl B =288 {(  fush the fine with saiine _ finish time of

as directed, detach IV
tubing and document th
L . completion time.
Obtain vital signs ’
(based on clinical Medication must be

p flushed through the IV
judgement). tubing with a sufficient

observation period
on the Patient
Infusion
Flowsheet.

e

Record the earliest

If clinically warranted, ~ volume of normal saline.  end of the observation

obtain vital signs during

the infusion and record ~ Cap IV after infusion

is complete and leave
in place when patient
moves to the
observation area.

STEP 3

Flowsheet.

time (completion time
plus minimum
observation time

as per Fact Sheet).

Direct patient to
observation area (if
not remaining in
infusion area).

L o

— 445" (1)$" (2A#/1%" (28 /) "1#=)6,)1(8524" (,

]
T

Clean area and pi
for next patient.

As per good clinical
practice, clean all vita
signs equipment, cha
table, IV pole, and ott
equipment that may h
come into contact witl
the patient. Reference
Section 6: Facilities ir
the operations manug
for cleaning
instructions.

STEP 3

* Recommend adding the lot number of the product to the Patient Infusion Flowsheet.

« For patients with a central catheter (PICC line), defer to the local practice. See —==#(4¢])F,)F#(/1?)
GL(#)—$3$#22)1 (4)F1/# for additional information.

« After the entire infusion volume has been administered, flush the tubing with a sufficient volume of saline
to clear residual volume from tubing and ensure the patient receives the entire dose.
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STEP 4

Observe patient
for post-infusion
signs of
hypersensitivity
reaction.

Monitor patient for
signs of discomfort or
infusion reaction, and
obtain and record vital
signs as needed.

Take action as needed in
the case of
hypersensitivity
reactions, as per the
local procedure or HCP
instruction. Refer to
Appendix B: Infusion
Reactions for general
considerations on
infusion reactions.
Record any issues, and
manage any reactions per
infusion unit protocols.

Document any potential
side effects on the
Infusion Reaction Form.

Report serious adverse
events per Fact Sheet.

Obtain vital signs.

Patient must have one
set of vital signs after
infusion completion
and observation period
prior to patient release.

Vital signs must be
recorded on Infusion
Flowsheet.

STEP 4

STEP 4

Remove V.

Remove IV and
document on the
Patient Infusion
Flowsheet accordingly
(e.g., assessment of
line site, function/pa-
tency), and note how
well patient tolerated
procedure.

<*(0+."*&"#+%,-"1."*

Clean and prep
for next patient.

As per good clinical
practice, clean all vital
signs equipment, chair,
table, 1V pole, and
other equipment that
may have come into
contact with the
patient. Reference
Section 6: Facilities in
the operations manual
for cleaning
instructions.

STEP 4

— 440" (1)$" (2AA#/ 1" (2)8" /) "H#=) 2 ,)C " 2Hk (852" OK . 2#/01%" (,

The patient may remain in infusion chair for observation or be directed to the post-infusion observation

area.
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Provide patient with
post-infusion documentation.

Provide Patient Release Instructions to patient
Patient Infusion Flowsheet.

STEP 5A

Provide medical contact information to patient i

of questions or issues.

Collect Patient Infusion Flowsheet.

Confirm that the appropriate observation time (as outli
Fact Sheet) has elapsed since completion of infusion.

Verify required information is documented on Patient
Infusion Flowsheet.

Patient will use contact information for any questic

Have patient sign Patient Infusion Flowsheet in
have received patient instructions.

Record time of release on Patient Infusion Flow

Retain Patient Infusion Flowsheet as per local req

STEP 5B

J

— 444" (1)$" (A#/15" (2)8" /) "H=)0,)CLI# (4) THHL2H,

* Implement procedure on how to manage patient documentation after the patient is released, including
collection, handling, storage and retrieval of contaminated paper.
*  The recommended observation time is at least 60 minutes, or as per the Fact Sheet, or based on

healthcare provider judgement and patient profile.

Lilly Infusion Unit Operations Guide | !!

I "#$%&™( ")*+ ",-./0/121,1,030+45560'(780++901,1,:07550;4<=>70;@?@;



“ILLFB&) %, & (N, & F(0+.F &0 T+

o 17$5=>#ULK" ()=/"$#22#2)=1W)01/W,)Documentation and maintenance of patient records may differ
according to practices at the unit or institution. The process in this document includes use of paper
forms for drug accountability, patient intake and documenting infusion details. A facility can use existing
equivalent processes for documentation (e.g., electronic). Documentation must be maintained in a
HIPAA compliant manner for the US or meet appropriate standards for each country.

o Clw#(W#4531%" (,)This will occur at the point of healthcare provider order and prescription, and prior
to arriving at the infusion unit. However, infusion unit staff should confirm that the patient has received
the EUA Fact Sheet and that treatment and monitoring plan has been discussed with the patient.
Provide the patient or caregivers with information on what to expect when they arrive at the infusion
unit. Inform patients and caregivers that treatment could take about 3 hours and that treatment is
administered via an infusion, NOT an injection.

o ==HSHO)L)=1REC)/H#2NW IR T ()1(4)2$Z2#45%(9)=/ " $#22,)Patient registration and appointment
scheduling should be managed according to the local institution process. If there is no existing process or
system, the infusion unit will need to establish one (e.g., online or call center). If walk-in appointments are
accepted at the infusion unit, the unit must establish a process to manage these appointments.

o C#/27 (1)C/ " t#BM0#) ; <Bt==#(%)"CC ; a)=/1$M$#2,)Reference local procedure for recommended PPE
practices (e.g., how frequently to change masks, gowns, etc.). All staff should undergo appropriate PPE
fitting and evaluation prior to arriving at any COVID-19 infusion unit.

o IW=H/2# (28H08W)/# 1% " (2,)Each Infusion Unit will have a process in place to monitor for, diagnose
and manage infusion and hypersensitivity reactions.

o 3(8524" ()5 (8h)2#3$5/8W,)Establish the appropriate process and staffing for security of the infusion unit.

o Q/1(271%" ()2#/0t$#,)Each unit should have a system in place to manage patients who require
translation assistance.

o CLlW#(W)$" (O#(#($#2,)Individual units should determine how they will manage the overall patient
experience. Considerations may include the use of personal electronic devices, reading materials and
blankets, etc. The unit should also consider accommodation of patients with children, mobility issues
and minor patients requiring parents/guardians to be in attendance.

o CT=571%" () "8)=1u#(h2)\#Z)FKN3 1 U+E,)Each patient will likely present with various stages and levels
of COVID-19 symptoms which may require accommodation, such as bathroom breaks throughout the
process, vomiting and dizzy spells.

* V12¥#)=1(19#=#(%,)Refer to local procedures for waste management.

o J72=81%=/"]t=tW,)Ideally, infusion units should be located within 5 miles of a hospital or
emergency services.

o NAGRL%" 01(4)1W)#]$Z21(94,)Infusion units should understand ventilation and room air exchange
rates and accommodate these into their SOPs for PPE use.
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O"%#, All appendices in this manual are for example purposes only.
Follow local guidelines and requirements. .
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O "%#,)All appendices in this manual are for example purposes only. Follow local guidelines and
requirements.

C1%#(h)3(8526™ QA" \2Z##%
COVID-19 Patient Infusion Center

CZ" (#, ( )- - A1], ( )- - 1 1%#) >=>[44[WWWa, / /
—=="{(=>#)Q=>#, _ . am/pm  C/#2$/4_4(Q)ZHIMZS1/#)=/" 0t4#/)1(4)CZ" (#,
AW/2%)01=>#,) Lid4m)i(#i1?,)  G12K)01>#,)

1 1) "8)HW/HWZ) >=[44[\WWWWa,) / / [ ]Male [ ]Female [ ]Other [ ]Declineto Answer

CI#8#/IH#A)CZ" (b))~ - H1$S5=)CZ" (#)b)(__ ) -

CL# (W) 19/##2)h") . #)$ " (11$%#4) " (,)[ ] Preferred Phone [ ]Backup Phone

T >#/9#(SW)F " (H1$1)01>#)1(4)CZ" (#b,)

—T#/9#2,)

History of any of the following: [ ] Asthma [ ]Beta-blocker use (e.g. metoprolol, atenolol)

[ ]Malignancies [ ]Auto-immune disease [ ] Previous severe medication allergy

J12)=14# (H)/HSHOHA)S " =W) ")ALSH) " Z##c) ] Yes [ ]No

O (LIB/4) "8)=#/2" ()$ " >="#(O)IZi2)24$H " (,))

1 14#) >>[44[WWWWa,) /|  /
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Education provided on Infusion Reaction Signs/Symptoms — Initials:

H12#%(#)N",

Are vitals appropriate to proceed with infusion? [ ]1Yes [ ]No | I"#$%&#'()*+"*#,-./0'0+) .

%M(.NI#"?"'$
G $1K" (,) FLHZ##/)"0Y#,) Qi>#,) am/pm  3(E172,)

O"#2,

O (LHS/H) " 8)=#/2" ()$" >=0#K (9)HZE2) 241" ()

1 1) >>[44]WWWa,) /|

%'KL!%&"'(J;?2% " %!$FI$%&'(

LA#AS1H " ()3(852#4)01=>#[1 " 2#,) G"H)O5>_#/,)

—A>{(W/ 1% OL#Z"4, [ 1Pump [ ]Gravity 3(8524" ()71%4, mL/hr
I R R T
I Y6& () <8H
& ()&H%. [+ %+081%(0)*23
OKQ; ,)Monitor patient for changes in symptoms (e.g., itching, redness, difficulty breathing, difficulty
swallowing, dizziness, increased coughing, nausea), and manage according to local/institution

requirements. See Appendix B: Infusion Reactions for additional considerations.

s 1/BH2N > #)=1H# ()SLQ) - D HHL2#A)18H) " . 241014 () HRONT)B*) > (S44#2) 18W/)# (4) " 8)L(8524" ()
$">=01" QLOLSS " /41 (SH)\BZ)ALSK)" ZH##Hha, ) am/pm | 3(#172,)

O (LHS/H) " 8)=#/2" ()$" >=01 (9)IZE2) 241" ()

1 1) >>[44]WWWa,) /|
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OKQ3; ,)Monitor patient for changes in symptoms (e.g., itching, redness, difficulty breathing, difficulty
swallowing, dizziness, increased coughing, nausea), and manage according to local/institution
requirements. See Appendix B: Infusion Reactions for additional considerations.

Did patient experience changes in symptoms? [ ]1Yes [ ]No | I"#123&#4('567)*#47*+08/#+)4#
*Q7+*67)*#()#!)"5/0()#: 7+*0()#;(96<

N@#17)269 (2)14)#(4) "8)" . 2#/014™ ()=H#/1" 4,

Qt=#(W10# (" 52)%(#)442%" (ke (5#4,) am/pm | 3(#8172,

Is the patient complaining of itching, redness, difficulty breathing, difficulty swallowing or feeling different in
anyway? [ ]Yes [ ]No | I"#123&#"(88(=#5)0*#,9(*('(8#"(9#6+)+>767)*#("#0)"5/0()#97+*0()/#+)4#
4('567)*#()#!)"5/0()#: 7+*0()#;(96<

O (LHS/H) " 8)=#/2" ()$" >=01 (9)IZE2) 241" ()

1 1) >>[44[WWWWa,) /|  /

OKQ;,)Report any SAE according to instructions in the Fact Sheet.

JS%"$(F"N"II"

C1u#(h) 69 (145/#,)l agree that | have received and understand contact information and follow-up
instructions, and my questions have been adequately answered.

CLH# (4" 1O (L45/#,)) 1 14#) >>[44[WWWa,) /|  /
TH#120(9)C/ " 044#/ ) 1 14) >>[44[WWWa,) |  /
THHL2H)QI>H,) am/pm
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O "%#,)All appendices in this manual are for example purposes only. Follow local guidelines and
requirements.

38524 () THLSH ™ (2) IW=H/2# (40BN L * (&" /6(Oa,

» All participants should be monitored closely, as there is a risk of infusion reaction and hypersensitivity
(including anaphylaxis) with any biological agent.

» Symptoms and signs that may occur as part of an infusion reaction include, but are not limited to: fever,
chills, nausea, headache, bronchospasm, hypotension, angioedema, throat irritation, rash including
urticaria, pruritus, myalgia and dizziness.

» Severity of infusion-related reactions will be assessed and reported. An example of an accepted
grading system is the Division of AIDS (DAIDS) Table for Grading the Severity of Adult and Pediatric
Adverse Events, Corrected Version 2.1 (July 2017) shown below.

111>=0%,) 1I0i24™ ()" 8)—31"") 1 =31 ""a)Q1 . 8" /)X/ LAL(O)HZH)" " HOH/UW) " 8) — A5M) 1 (4)CHALLY/LS)— A0#/2H)
; O# (2N " //HSHHA)NH/ 24" () 13+) d5M) 1*+Da

% 2$,05=,.)($5("0**&,

+6($,**$2;"+, 4+5#08&61-%)$"&5#$&#% 4+5#08&61-%)$"&5#$&H%TE  >1'1$#08&61-%)$"&5#$&H%  ?5)"1%##/2@0#B&*%
3$0+(")5 721#0*3%78&"2%'+%81-&5i &™"1$91"&+'%&"-&5#"1-%
&"1$91"&+'%&'-&5#"1-

5% 5%
5%
?'=&+1-18#%7&"2% 4&(C2$1#"1'&'=%

<&0-%#'=&+1-18#%7&"2%"- &"1$91"&+'%&"-&5#"1-% AS+52+*/#*8%
&"1$91"&+'%&'-&5#"1-

=% =%
1@8/"+8*%+(%88&0-% AHS@'=1#0%1-18#
AS+52+*/#*8
C&()D"5$,3$*$0'S, <&O-Y6*&="*%#'-% F21$#/@%."2#"'%&*G% H$+0+'=1-%*191$1%*€="0 A&(C2$1#"1'&'=%
%&5=2)#$E *@8/"+8* #"&A+H- @& ()*&+3% #-%*@8/"+8*% 5+11)1'51%%. (+$%
e &"1$I)"&HNE-EH LY 1B#8/01G%$1L)8$8&'=%
‘ & I$15+$%+$%91" &O#"+$%
2DE% e
F21$#/@%."2#'%&*G% 115)$$1'51%+(% )1+$"3
#&A+H- @& ()*&+3% 1¥/+-*06/$+8/"0@%"+% *@8/"+8*06(+00+7&'=%
& 1$S)/"&H Y+ & -&5H 1 *@B/"+BH &5%"$1#'81" &'&"&#H0%&B/$+9181"

5%

H$+/2@0#5"&5%81-&5#" &+
&'-&5#"1-%(+$%IIK%2+)$*

J.-1&%#-'#.)>0#0)4#1T"-.08.,0"& 0[.>'0-0)>'[.40)>8)0#-10[.>83%4',&1%,[ #08&>.0,-_Y%o#.&>%#4,'&&.%M.O#04>Z
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» The clinical site should have necessary equipment and medications for the management of any
infusion reaction, which may include but is not limited to: oxygen, barrier masks for CPR, epinephrine,
albuterol inhalers, diphenhydramine injections, Solu-Medrol injections, 1V steroids and 0.9% sodium
chloride flush and bags.

* Recommended monitoring includes assessing patients for any new symptoms or changes in their
physical exam every 10—15 minutes.

« Clinicians should determine the severity of the infusion reaction and manage infusion reactions based
on standard of care and their clinical judgment. If an infusion reaction occurs, then supportive care
should be used in accordance with the signs and symptoms.
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O "%#,)All appendices in this manual are for example purposes only. Follow local guidelines and
requirements.

J°\)b)=/H=1/#)8" /)=14# (42)\Z *)Z10#)1)$# W/ 17)%(H) CIFET)H/ = 061$7)C " /ha, )

Infusion sites of care will need to determine how they will manage patients with central lines. This will
need to follow state and national guidelines as well as processes for that institution. In the event there are
no overarching institutional processes, the infusion unit will need to create them.

For example, infusion units may establish any of the following guidelines:

* To access and use central lines, personnel must be experienced in the use of central lines and
qualified per local requirements.

+ DO NOT access the central line and place a peripheral 1V to infuse the antibody.

« Refer these patients to a hospital setting for infusion.
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O "%#,)All appendices in this manual are for example purposes only. Follow local guidelines and
requirements.

Healthcare providers in close contact with COVID-19 and who enter the room of a patient with a
suspected or confirmed SARS-CoV-2 infection should use:

* NIOSH-approved N95 or equivalent or higher-level respirator (or facemask if a respirator is not
available)

« Gown
* Gloves

» Eye protection (face shield or goggles)

See Appendix E: Cleaning and Sanitizing Considerations in a COVID-19 Environment for more
information about guidelines for cleaning and sanitizing PPE and other equipment.

COHL2H)H8#1)™ ZH)8™ 7™ \L(Q)/#2 " 5/$H#2)8" /)= " 1) (8™ /=14 (,
o Z8=2 N\ \ASA$RO " 0[$ " / * (LOW/52[ *+EU($ " O[Z$=[524(QU==#Z}>"

o ZWH=2 [N\ \R$4$RI " 0[$" /" (104/52[T*+EU($"0[4 "\ (2" 142[- A" IFCMEKN3 T +ENCC ; k=48

o Z=2 [N\N\RSABRO " O[ (4" 2Z[% " =t$2[ZINS " (W "12[/#$ " =>=>#(4#495i41 (S## 45 2#RZ} =" /#8D

o ZW=2,[INNN\R= "5 (624 (1R" /Q[802#2[L """ I#1 % Z[ - 22#4%2[ I ""[— . " SH[F "/~ (10&/52[L " J""UEKN3 I I+EU
CC;UC/1$Hi$#2r=48
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https://www.cdc.gov/coronavirus/2019-ncov/hcp/using-ppe.html
https://www.cdc.gov/coronavirus/2019-ncov/downloads/A_FS_HCP_COVID19_PPE.pdf
https://www.cdc.gov/niosh/topics/hcwcontrols/recommendedguidanceextuse.html
https://www.mountsinai.org/files/MSHealth/Assets/HS/About/Coronavirus/MSHS-COVID-19-PPE-Practices.pdf

"33%*/.9&%6&)$%"*.*1&"*/&+"*.1.B.*1&
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O "%#,)All appendices in this manual are for example purposes only. Follow local guidelines and
requirements.

AN \ZH2#)$HL (L(9)1 (4)21 (UY1K ()95M#NR(#2,)

.

.

Sanitize hands after removing face mask or eye protection before touching face.

All surfaces in contact with patients must be sanitized in between uses. These surfaces include chairs
for infusion and all equipment (blood pressure cuff, pulse oximeter, stethoscopes, etc.).

Gloves and gowns must be discarded after each use, when the healthcare provider plans to leave the
infusion area, or when they are visibly soiled or torn.

Goggles and reusable N95 masks or respirators must be disinfected in between each use.

A" /)FKN3 1 U+E) 4628 (BHSHL (H2T)25/81$#)MN=#2)1 (4)$ " CHLSK)i=>#)/#<SU/H#AT)=1412#)0128h,)

.

Zih=2,[[$8=5 . R#=1R9 " O[9E\&Y[428 (B#BNL (2[4 (4#]R$E=>

AT /) 14486 (17)95441($#) " (AL2L(BHSH(OT)=1#124)0128%,)

.

Zi=2, [N\ \R#=1R9 " O[28i#2[=/ " 4A5$ik " ([8#2[ 1> 1*U* : [4 " $5=>#(42[6+B : P@AU
NET=HQOI=#/E$ING " = . "A=1181/4AM(879/1=Z4$" -R+ENB==>}=48
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https://cfpub.epa.gov/giwiz/disinfectants/index.cfm
https://www.epa.gov/sites/production/files/2020-04/documents/316485-b_reopeningamerica_combo_placard_infographic_4.19_6pm.pdf

"33%*/.9&(6&3".%*!1&,%$%"+%&.*(",4"."*

O "%#,)All appendices in this manual are for example purposes only. Follow local guidelines and
requirements.

X541 ($#)8" /)C LI (42)1%) 182$Z1/9#

After your infusion, bruising may occur at your IV site. This is normal. Elevating your arm and using cool
compresses at the site may help. Please call your healthcare provider for any redness, swelling or
drainage at the IV site as these may be signs of an infection.

You must be aware of possible symptoms after receiving a monoclonal antibody infusion.

L&24)/#1$% " (2)6($7544(9)?" $1%Y#4)5/1$1/61)" Z80#2a)may occur 20 minutes to 36 hours after the infusion.
If these occur, please call your healthcare provider. If you cannot reach them immediately, take
diphenhydramine (e.g., Benadryl) as instructed (which may cause drowsiness). If symptoms do not
improve or they worsen, go to your nearest Emergency room or call 911.

TW2lH=E$)/H# 1N " (2)=1W)L($?54#)1 (1=2W11]42)1(4)2Z " $SR)Although rare, severe allergic reactions can
occur immediately after a monoclonal antibody infusion but also can occur up to 8 hours after infusion.
Symptoms may include difficulty breathing, shortness of breath, wheezing, high-pitched breathing, feeling
of your throat closing, persistent coughing, tongue lip and swelling, hives, itching all over, anxiety or
confusion, heart palpitations and chest pain, flushing and warmth, abdominal pain or nausea and vomiting.

If these symptoms occur after leaving the infusion center, you should go to the nearest emergency room
or call 911. If you are hospitalized for any reason, please tell the hospital that you received an antibody to
treat COVID-19. Either you or the hospital must let the doctor who prescribed the antibody know about
your hospitalization.
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O "%#,)All appendices in this manual are for example purposes only. Follow local guidelines and
requirements.

AN \NZ#2#)9504#% (#2)\Z#()524(9)1)9/108W)8##4,

« If an infusion pump is not available, mAb infusions may be administered via gravity feed by calculating
the drip rate in drops per minute (gtt/min).

* Macrodrip tubing sets are either 10, 15 or 20 drops per 1 mL of fluid (gtt/mL).
* Count the drip rate for 1 full minute to ensure the rate is correct.

« The formula for calculating drip rate is as follows:

1/i=)71#HA " /=571

Volume to be infused (in mL) x Drop factor (see tubing package)

) 1/4=)/1%) 4 Q4/ = =2[>4(a

Total infusion time (in minutes)
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