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Dear Colleagues, 
August is National Immunization Awareness Month. 
Covid-19 has kept vaccinations on our minds, while this cru-
cial focus and related decrease in preventive healthcare of-
fice visits have put many behind in providing other needed 
vaccinations. We have used virtual visits for preventive 
healthcare services but not for vaccinations. Now is the time 
to continue efforts to get patients Covid-19 vaccinated and 
also to make sure they are receiving other recommended 
vaccinations.

Avoid missed opportunities by assessing the vaccina-
tion status of patients at each healthcare visit. For many 
patients, a strong, clear recommendation from their 
healthcare provider is enough for them to accept recom-
mended vaccines. Others may need more information. Be 
prepared to talk about safety, efficacy, benefits, and side 
effects. If patients decline vaccination, keep the door open 
and revisit vaccines at the next appointment.  

Know what vaccinations are recommended for different 
age and at-risk groups. In this issue of the journal, the authors 
of “Vital vaccines for older women” provide detailed infor-
mation about influenza, pneumococcal, herpes zoster, and 
tetanus, diphtheria, and pertussis vaccinations, all indicated 
for adults age 65 years and older. The Advisory Committee on 
Immunization Practices provides regularly updated immuniza-
tion schedules for children, adolescents, and adults of all ages.1 

Even if your practice does not administer certain vaccines, 
make a strong recommendation and refer patients to local 
vaccination providers including pharmacies, walk-in clinics, 
workplace settings, and health departments. Although a 
written order may not be needed, providing the name(s) 
of recommended vaccines and time schedule as a written 
prescription can reinforce the message. Follow up to confirm 
that patients received the recommended vaccines. 

For the upcoming flu season, influenza vaccination will 
be paramount to reduce the burden of respiratory illnesses 
on vulnerable populations at risk for severe illness and on 
the healthcare system. Covid-19 infection will not be gone, 
and the combination of influenza with Covid-19 has the 
potential for dire consequences. 

Annual influenza vaccination is recommended for all 
persons age 6 months and older. Adults at particular risk 
for influenza complications include those who are preg-

nant, adults age 65 years and older, and other persons with 
certain underlying medical conditions.2 

The influenza vaccine should be offered by the end of Octo-
ber and through the time period when flu virus is active in the 
community.2 Current CDC recommendations are that unless 
a routine vaccination is urgent, it should be given 14 days be-
fore or 14 days after receipt of a Covid-19 vaccine.3 There are 
currently no data to inform us on the timing for influenza vac-
cination for optimal effectiveness in a patient with Covid-19 or 
recovering from Covid-19. Some patients with severe Covid-19 
symptoms may be on medications that can diminish response 
to the influenza vaccination, but it is not known how long we 
should wait after discontinuing these medications to admin-
ister the vaccine. These same patients may be at increased risk 
for severe illness from influenza because of immunosuppres-
sion. Vaccinations should be managed in collaboration with 
the specialists providing Covid-19 care.3  

Patients may be worried that they will not know if 
symptoms they experience after getting the flu vaccine are 
side effects or indicate infection with Covid-19. Some do 
experience fever, chills, headache, and body aches, which 
normally resolve within 72 hours after vaccination. Influ-
enza vaccine will not cause respiratory symptoms common 
in Covid-19 such as cough or shortness of breath. However, 
because of concerns about Covid-19, patients should be 
advised to stay home until fever free for 24 hours without 
the use of fever-reducing medications.3  

Immunizations are essential preventive healthcare 
services. Help your patients receive recommended vacci-
nations. Plan now for the approaching flu season. Ensure 
that patients receive a clear, strong message and have easy 
access to receiving influenza vaccinations. 

Beth Kelsey, EdD, APRN, WHNP-BC, FAANP
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Data 
Animal Data 
In an embryo-fetal development study, oral administration of relugolix to pregnant rabbits during 
the period of organogenesis (Days 6 to 18 of gestation) resulted in abortion, total litter loss, or 
decreased number of live fetuses at a dose of 9 mg/kg/day (about half the human exposure at 
the maximum recommended human dose (MRHD) of 40 mg daily, based on AUC). No treatment 
related malformations were observed in surviving fetuses. No treatment related effects were 
observed at 3 mg/kg/day (about 0.1-fold the MRHD) or lower. The binding affinity of relugolix for 
rabbit GnRH receptors is unknown. 
In a similar embryo-fetal development study, oral administration of relugolix to pregnant rats 
during the period of organogenesis (Days 6 to 17 of gestation) did not affect pregnancy status or 
fetal endpoints at doses up to 1000 mg/kg/day (300 times the MRHD), a dose at which maternal 
toxicity (decreased body weight gain and food consumption) was observed. A no observed adverse 
effect level (NOAEL) for maternal toxicity was 200 mg/kg/day (86 times the MRHD). In rats, the 
binding affinity of relugolix for GnRH receptors is more than 1000-fold lower than that in humans, 
and this study represents an assessment of non-pharmacological targets of relugolix during 
pregnancy. No treatment related malformations were observed up to 1000 mg/kg/day.
In a pre- and postnatal developmental study in pregnant and lactating rats, oral administration 
of relugolix to rats during late pregnancy and lactation (Day 6 of gestation to Day 20 of lactation) 
had no effects on pre- and postnatal development at doses up to 1000 mg/kg/day (300 times the 
MRHD), a dose in which maternal toxicity was observed (effects on body weight gain). A NOAEL for 
maternal toxicity was 100 mg/kg/day (34 times the MRHD).
8.2  Lactation 
Risk Summary 
There are no data on the presence of relugolix or its metabolites in human milk, the effects on 
the breastfed child, or the effects on milk production. Relugolix was detected in milk in lactating 
rats [see Data].  When a drug is present in animal milk, it is likely that the drug will be present in 
human milk. 
Detectable amounts of estrogen and progestin have been identified in the breast milk of women 
receiving estrogen plus progestin therapy and can reduce milk production in breast-feeding 
women. This reduction can occur at any time but is less likely to occur once breast-feeding is  
well established. 
The developmental and health benefits of breast-feeding should be considered along with the 
mother’s clinical need for MYFEMBREE and any potential adverse effects on the breastfed child 
from MYFEMBREE or from the underlying maternal condition.
Data 
Animal Data 
In lactating rats administered a single oral dose of 30 mg/kg radiolabeled relugolix on post-partum 
day 14, relugolix and/or its metabolites were present in milk at concentrations up to 10-fold higher 
than in plasma at 2 hours post-dose.
8.3 Females and Males of Reproductive Potential 
Based on animal data and the mechanism of action, MYFEMBREE can cause early pregnancy loss 
if MYFEMBREE is administered to pregnant women.

Pregnancy Testing 
MYFEMBREE may delay the ability to recognize pregnancy because it may reduce the intensity, 
duration, and amount of menstrual bleeding. Exclude pregnancy before initiating treatment 
with MYFEMBREE. Perform pregnancy testing if pregnancy is suspected during treatment with 
MYFEMBREE and discontinue treatment if pregnancy is confirmed.
Contraception 
Advise women of reproductive potential to use effective non-hormonal contraception during 
treatment with MYFEMBREE and for 1 week following discontinuation. Avoid concomitant 
use of hormonal contraceptives with MYFEMBREE. The use of estrogen-containing hormonal 
contraceptives may increase the risk of estrogen-associated adverse events and is expected to 
decrease the efficacy of MYFEMBREE. 
8.4  Pediatric Use 
Safety and effectiveness of MYFEMBREE in pediatric patients have not been established.
8.7  Hepatic Impairment 
MYFEMBREE is contraindicated in women with hepatic impairment or disease. The use of E2 
(a component of MYFEMBREE) in patients with hepatic impairment is expected to increase the 
exposure to E2 and increase the risk of E2-associated adverse reactions.
10. OVERDOSAGE 
Overdosage of estrogen plus progestin may cause nausea, vomiting, breast tenderness, abdominal
pain, drowsiness, fatigue, and withdrawal bleeding. 
Supportive care is recommended if an overdose occurs. The amount of relugolix, estradiol, or 
norethindrone removed by hemodialysis is unknown.

Please see full Prescribing Information for Patient Counseling Information

This Brief Summary is based on MYFEMBREE Prescribing Information dated May 2021, which can 
be found at MYFEMBREE.com.
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