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Version Date: 8/8/18
Abbreviated Title: Docetaxel & PROSTVAC in mCSPC

14 APPENDIX B: PERFORMANCE STATUS CRITERIA

ECOG Performance Status Scale

Karnofsky Performance Scale

Grade Descriptions Percent Description
Normal, no complaints, no
100 evidence of disease
Normal activity. Fully active, v '
0 able to carry on all pre-dls.ea.se Able to carry on normal activity;
performance without restriction. . .
90 minor signs or symptoms of
disease.
Symptoms, but ambulatory. Norma} activity with effort,
. . . 80 some signs or symptoms of
Restricted in physically strenuous di
1 activity, but ambulatory and able 1sease.
to carry out work of a hght ot Cares for self, unable to carry on
sedentary nature (e.g., light . .
70 normal activity or to do active
housework, office work).
work.
In bed <50% of the time. Requires occasional assistance,
Ambulatory and capable of all 60 but is able to care for most of
self-care, but unable to carry out his/her needs.
2 o
any work activities. Up and
about more than 50% of waking 50 Requires considerable assistance
hours. and frequent medical care.
40 Disabled, requires special care
In bed >50% of the time. and assistance.
3 Capable of only limited self-care,
confined to bed or chair more Severely disabled,
than 50% of waking hours. 30 hospitalization indicated. Death
not imminent.
100% bedridden. Completely 20 'Ver'y sick, hospltahzgtlon'
di indicated. Death not imminent.
4 isabled. Cannot carry on any
self-cgre. Totally confined to bed Moribund, fatal processes
or chair. 10 . .
progressing rapidly.
5 Dead. 0 Dead.
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15 APPENDIX C: VACCINIA-PROSTVAC PATIENT INSTRUCTION SHEET

What vaccination site reactions can you expect?
How should you care for the vaccination site?
Are there any activities I should avoid?

What about contact with other people?

A

Who do I contact when I have a question?

1.  What vaccination site reactions can you expect?

A typical reaction in a patient who has been previously vaccinated with vaccinia includes the
appearance of a small swelling in 2-3 days that may enlarge to 1-2 inches across, a small blister or
pustule after 5-7 days, and healing with little scarring within 2-3 weeks. Some patients may have
very little skin reaction. Often the leg that received the vaccine may become swollen. Swollen or
tender lymph nodes (“glands”) in the groin may be felt. A fever to 100-101°F may occur on the
second or third day. You may notice that you feel tired for 3 or 4 days. The vaccination site may
itch for about 2 weeks while the scab is forming. You can take acetaminophen ("Tylenol") if you
have any aches or fever but you should avoid aspirin. If fever continues for more than a day or
two, you should call to speak to the clinic nurse or the research nurse.

In patients who have never received vaccinia or in some who received it a very long time ago, a
red swelling is followed by a blister on day 5 to 6 and then the formation of a pustule (or "boil") 1-
2 inches in diameter on day 9 to 11. A large area of redness may surround this area. A crusted
scab usually forms by the second week and falls off by the third week leaving a scar roughly 1/2
inch in diameter. Fever and malaise (the "blahs") may occur during the blister and pustular phases.
Swollen and tender lymph nodes may persist for months. Many of the local toxicities described
(e.g., pustule and scab formation) are typical of reactions seen when vaccinia is administered via
scarification or intradermal administration. These reactions may be seen, but are usually not seen
when administered via subcutaneous injection.

2. How should you care for the vaccination site?

Live vaccinia virus is in skin cells at the vaccination site during the 1-2 weeks until healing has
occurred. Maximal viral "shedding" from the vaccination site occurs from days 4-14, but can
continue until the scab falls off from the skin. After that there is no vaccinia virus in your body.
You can spread the virus to other parts of your body or to other people by touching the vaccination
site and then touching your eyes, mouth, a cut or some other break in the skin. You do not pass
vaccinia virus by coughing or sneezing or by sharing food or cups and dishes.
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In general, frequent careful hand washing by you and by any persons in physical contact with you
is the best way to prevent transmission of virus. You should also use two types of barriers over
your vaccination site at all times until the scab is gone. These barriers are (1) the bandage and (2)
clothing (pants or elbow length sleeves depending on the site of vaccination). These barriers
should remain in place until the scab has fallen off.

For dressing care you will have a bag with some no-stick "First-Aid" or "Telfa" pads, disposable
gloves, and zip-lock plastic bags. If you run out of supplies between visits, you can use a dry
sterile bandage (gauze or "First-Aid" or "Telfa") from the drug store.

The no-stick pad ("First-Aid" or "Telfa" pad) dressing should be worn until the site has healed. If
it remains clean and dry and is not coming off, you do not need to change it. If the dressing gets
wet either from drainage from the vaccination or from water when you are showering or if it starts
coming off, you should remove it and put on a clean bandage. Wear the gloves when handling the
old dressings. Put the old dressing and the gloves in the zip-lock bag, then wash your hands, put
on the new bandage, and wash your hands again. You do not need to wear gloves for the new
bandage. You do not need to wash the vaccination site, but while the dressing is off, you may
wash it lightly with a cloth, soap, and water. If you do wash, blot the site dry with a towel (don't
rub), then put the wash cloth and the towel in the laundry. Do not let the shower run on the non-
bandaged site because live virus could be washed onto other areas of your body. Do not put any
steroid cream, medicated creams, or other ointments on the vaccination site.

Before you throw away the zip-lock bag with the old dressing and gloves in it, pour a little bleach
(about a quarter cup) in the bag to help kill any virus.

Wash your hands after each step.

3. Are there any activities I should avoid or take special care?

You should not go swimming until the vaccination site has healed and you no longer need to wear
a bandage on it.

If you wear contact lenses, have removable dentures, have a colostomy or any other "open" area on
your body that needs daily care, always wash your hands very well before handling your contact
lenses, dentures, dressings, etc. Take care of all of these procedures before changing your
vaccination dressing.
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4.  What about contact with other people?

Remember, frequent careful hand washing by you and by any persons with whom you have
physical contact is the best way to prevent transmission of virus. During the time you need to wear
a bandage (for a minimum of 3 weeks after vaccination) there are several kinds of people with
whom you should avoid close contact. "Close contact" means that you sleep in the same bed with
the person, give the person baths, and/or touch their bare skin to change their clothes (or diapers),
apply ointments, or change their bandages.

The individuals you should avoid include children < 3years of age; pregnant women or nursing
women; individuals with eczema, history of eczema or other skin conditions such as active cases
of extensive psoriasis, severe rashes, generalized itching, infections, burns, chicken pox, or skin
trauma; and/or immune suppressed individuals such as individuals with leukemia or lymphoma,
with AIDS, or those receiving immunosuppressive treatment (for example, after organ transplant).

5. Who do I contact when I have a question?

If you have any questions at any time, please call. A nurse or a physician is available 24 hours a
day by telephone. To speak with the research nurse, call the research nurse’s office during regular
business hours; if your question is not urgent, you may leave a message for the research nurse on
the answering machine. If your question is urgent or if you have a question outside of the regular
business hour, please contact the 3NW inpatient unit and speak with the charge nurse.

In an emergency, call 911 or report to the local emergency room/urgent care center. If you have to
go to an emergency room, please ask the doctors to call NIH for more information.

PHONE NUMBERS

3NW Inpatient unit (301) 451-0789
12 floor Oncology Clinic (301) 496-4026
Ravi Madan, MD (301) 480-7168
James Gulley, MD, PhD (301) 480-7164

*after regular business hours, please contact 3NW inpatient unit.
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16 APPENDIX D: GUIDELINES FOR PROPHYLAXIS AND TREATMENT FOR
HYPERSENSITIVITY REACTIONS (HSR) ASSOCIATED WITH DOCETAXEL

HSR .
Initial Regimen Interventions HSR Interventions
Step 1 Step 2

HSR Interventions

Step 3

For ALL patients who have | For pts with a | For pts who experience

For pts with severe or

not experienced an HSR | H/O a single | a HSR after | repeated HSR episodes after
associated with Docetaxel HSR episode implementing  Step 1 | implementing Steps1 & 2
interventions interventions
PREMEDICATION WITH:
. Dexamethasone § — 20 mg PO
PREMEDICATION WITH: for 2 doses between 24 — 36 h
PREMEDICATION WITH: Dexamethasone 8 mg PO for 2 doses at 12 h | and at 12 hours before starting

Dexamethasone 8 mg PO for & 3 h before starting docetaxel

3doses at 12h, 3h, & 1h +

before starting docetaxel Dexamethasone 12 mg IV 30 — 60 min before

OR starting docetaxel

Dexamethasone 12 mg IV 30 +

— 60 min before docetaxel for
patients who miss >1 oral | Diphenhydramine 50 mg IV push 15 -

dexamethasone doses 30 min before starting docetaxel

e Reference: study protocol, *

Section 3.2.3 Ranitidine 50 mg IV infusion 30 min before
starting docetaxel

docetaxel

+

Dexamethasone 20 mg IV 30 —
60 min before starting docetaxel

+

Diphenhydramine 50 — 150 mg
IV push 15 — 30 min before
starting docetaxel

+

Ranitidine 50 mg IV infusion
15 — 30min before starting
docetaxel

Docetaxel 75 mg/m?* IV over | Docetaxel Docetaxel 75 mg/m** IV
60 minutest 75 mg/m?>* IV | over 4 hours

over 1 — 2 hourst . .
e Given in two

portions], as:
Docetaxel

37.5 mg/m? IV over
2 hours, q.2h for
2 doses

Docetaxel 75 mg/m?** IV

e Given in three portionsi, as
follows:
1. Docetaxel 5 mg in 10 mL
IV via syringe pump over
60 min, followed
immediately afterward by:
2. Docetaxel 25 mg in 50 mL
IV over 60 min, followed
immediately afterward by:

3. Docetaxel 75 mg/m?
(minus 30 mg) IV over
120 min

PRN Orders:
Hydrocortisone 100 mg IV push .15 min for 2 doses, PRN docetaxel reaction

+
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Int HSRt. HSR Interventions HSR Interventions
Initial Regimen nterventions S S
Step 1 €p ep
For ALL patients who have | For pts with a | For pts who experience | For pts with severe or
not experienced an HSR | HHO a single | a HSR after | repeated HSR episodes after
associated with Docetaxel HSR episode implementing  Step 1 | implementing Steps1 & 2
interventions interventions

Diphenhydramine 50 mg IV push q.15 min for 2 doses, PRN docetaxel reaction

J’_

Ranitidine 50 mg I'V, PRN docetaxel reaction

+

Hydromorphone 1 mg IV push q.15 min for 4 doses, PRN pain with docetaxel reaction

+

Aluminum Hydroxide 200 mg + Magnesium Hydroxide 200 mg + Simethicone 20 mg chewable tablet

1 — 2 tablets q.3 hours, PRN epigastric discomfort (drug name in CRIS is cross-referenced with “Mylanta’)

* Initial (unmodified) docetaxel dosage is identified. Consult the study protocol or a medically responsible
investigator to determine whether docetaxel dose/dosage modification is indicated.

T For each docetaxel product, drug delivery will be attempted over the administration period indicated, but rate

titration is permitted.
scheme is recommended:

Initial Rate:

25 mL/h for 5 minutes

Rate Escalation Steps:

lSl

50 mL/h for 5 minutes

2nd

100 mL/h for 5 minutes

3rd

200 mL/h for 5 minutes

4th

250 mL/h until completed

i Docetaxel stability is concentration dependent.

If rate titration is needed to accommodate patient tolerance, the following escalation

All docetaxel products diluted within the range 0.3 —
0.74 mg/mL are labeled to expire 4 hours after preparation was completed.
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