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Vocabria injection is indicated, in combination with rilpivirine injection, for the treatment of Human
Immunodeficiency Virus type 1 (HIV-1) infection in adults who are virologically suppressed (HIV-1
RNA <50 copies/mL) on a stable antiretroviral regimen without present or past evidence of viral
resistance to, and no prior virological failure with agents of the NNRTI and INI class.
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4.2 Posology and method of administration

Monthly dosing

Initiation injection (600 mg corresponding to 3 mL dose)

On the final day of current antiretroviral therapy or oral lead-in therapy, the recommended initial dose of
Vocabria injection in adults is a single 600 mg intramuscular injection. Vocabria injection and rilpivirine
injection should be administered at separate gluteal injection sites at the same visit.

Continuation injection (400 mg corresponding to 2 mL dose)

After the initiation injection, the continuation injection dose of Vocabria in adults is a single 400 mg monthly

intramuscular injection. Vocabria injection and rilpivirine injection should be administered at separate gluteal
injection sites at the same visit. Patients may be given injections up to 7 days before or after the date of the

monthly 400 mg injection schedule.

Table 2 Recommended monthly intramuscular dosing schedule in adults
INITIATION CONTINUATION INJECTION
INJECTION
Medicinal product | InitiateBirectto One month after initiation

injection_on the last | injection and monthly
day of either current | onwards

ART therapy =
month-1

or

Felewing oral lead-
in_(if used)-menth-2

Vocabria 600 mg 400 mg

Rilpivirine 900 mg 600 mg




Every 2 Month Dosing

Initiation Injections — one month apart (600 mg)

On the final day of current antiretroviral therapy or oral lead-in therapy, the recommended initial Vocabria
injection in adults is a single 600 mg intramuscular injection.

One month later, a second Vocabria 600 mg intramuscular injection should be administered. Patients may be
given the second 600 mg initiation injection up to 7 days before or after the scheduled dosing date.

Vocabria injection and rilpivirine injection should be administered at separate gluteal injection sites at the
same visit.

Continuation Injections — 2 months apart (600 mg)

After the initiation injections, the recommended Vocabria continuation injection dose in adults is a single
600 mg intramuscular injection administered every 2 months. Vocabria injection and rilpivirine injection
should be administered at separate gluteal injection sites at the same visit. Patients may be given injections
up to 7 days before or after the date of the every 2 month, 600 mg injection schedule.

Table 3 Recommended every 2 month intramuscular dosing schedule in adults

INITIATION
INJECTIONS

CONTINUATION
INJECTIONS

Medicinal
product

InitiateDirectto
injection_on the

-Two months after
|lastfiral initiation

last day of either

current ART

injection and every 2

months onwards

therapy =+
months1and-2

or

Folewing oral
lead-in_(if used).
One month later,
a second
initiation
injection should
be
administered.:
months2and3

600 mg

Vocabria 600 mg

Rilpivirine 900 mg 900 mg

Dosing recommendations when switching from monthly to every 2 month injections

Patients switching from a monthly continuation injection schedule to an every 2 month continuation injection
schedule should receive a single 600 mg intramuscular injection of cabotegravir one month after the last
400 mg continuation injection dose and then 600 mg every 2 months thereafter.

Dosing recommendations when switching from every 2 month to monthly injections

Patients switching from an every 2 month continuation injection schedule to a monthly continuation dosing
schedule should receive a single 400 mg intramuscular injection of cabotegravir 2 months after the last 600
mg continuation injection dose and then 400 mg monthly thereafter.

Missed doses
Patients who miss a scheduled injection visit should be clinically reassessed to ensure resumption of therapy
remains appropriate. See Tables 4 and 5 for dosing recommendations after a missed injection.

Missed monthly injection

If a patient plans to miss a scheduled injection visit by more than 7 days, oral therapy (one 30 mg
cabotegravir tablet and one 25 mg rilpivirine tablet once daily) may be used to replace up to 2 consecutive
monthly injection visits. Limited data is available on oral bridging with other fully suppressive antiretroviral




therapy (ART) (mainly INI-based), see section 5.1. For oral therapy durations greater than two months, an

alternative oral regimen is recommended.

The first dose of oral therapy should be taken one month (+/- 7 days) after the last injection doses of Vocabria
and rilpivirine. Injection dosing should be resumed on the day oral dosing completes, as recommended in

Table 4.

Table 4 Vocabria injection dosing recommendations after missed injections or oral therapy for
patients on monthly injection dosing

Time since last

Recommendation

injection

<2 months: Continue with the monthly 400 mg injection schedule as soon
as possible

>2 months: Re-initiate the patient on the 600 mg dose, and then continue

to follow the monthly 400 mg injection schedule.

Missed 2 month injection

If a patient plans to miss a scheduled Vocabria injection visit by more than 7 days, oral therapy (one 30 mg
cabotegravir tablet and one 25 mg rilpivirine tablet, once daily) may be used to replace one, 2-monthly injection
visit. Limited data is available on oral bridging with other fully suppressive ART (mainly INI-based), see section

5.1. For oral therapy durations greater than two months, an alternative oral regimen is recommended.

: PI¥% V2 D'XaN D'O'WO2A IWY) DUNIAN DADTY

209NN wnnwn 13D .3

NM2API NPT NOY0D DX
WTN N YIAP7 'O X9NY7 T' M9 «—

YV Nt nnnnn vian'zi HIV-a 0i7w% nan 9y npnmn n7aph 'RIoNn DN oy Nviapg NI 72y JMyny ivn
X219'00 NPOON 7V AWIN NNX DX X9 DY
NI'220 NNP? 17 Y'MN7 MUY RONN .VIAPN AT DNARIN NPT DR 72R7 721N X9W Qwin NNR DX X91NN DY Yy
NP NIRAT AW 72AR7 DIine Ty, 0ipna HIV 121 a0k 71910 18 nmapil

JX'mmn amn 2y vy '

: D'MIoNN DPTYY X

XX NXIN DITX 172 NIoN — 10INY YT

21N> AND — NO0IN

77N 2lnX2 jnion — 21N> 2Nd - NYNNN NO0IN

NINMAN TIWN TNRAY NISINNN 1ARNA DIONDY IN7wWa [DX71 X9N7 DI7VN
212 'N "7Pnmolop'7a n1anY n1o -y 0'o9Tin 07 [N https://data.health.gov.il/drugs/index.html#/byDrug

.03-9297100 o702 nipn Nno 25

,Nd71]
[QIPwY N0
NN NN


https://data.health.gov.il/drugs/index.html#/byDrug

