Notes

COVID Vaccine VAERS Reports for Miscarriage / Spontaneous Abortion / Fetal Death - May 7, 2021

Vaccine Type

Vaccine
Manufacturer

VAERS ID

Age

Onset
Interval

Adverse Event Description

COVID19 VACCINE

JANSSEN

1099034-1

30-39 years

0 days

30 weeks pregnant at time of receiving vaccine. Estimated due date May 20, 2021 Had dull headache
immediately following vaccine. At 4pm | had chills and then started having contractions every 5 minutes. |
called my OBGYN who recommended that | drink fluids and lay on my side to decrease the presumed Braxton
Hicks contractions. This did not decrease the contractions. | came to the hospital where | was admitted to
labor and delivery with contractions 2-4 minutes apart and a 99.6 degree temperature. | was given an oral
medication to stop the contractions, a 2 part series of injections to speed up lung development of my unborn
child, and IV fluids were administered.

COVID19 VACCINE

JANSSEN

1117494-1

30-39 years

0 days

| started experiencing flu-like symptoms at around 5 PM on 3/14/21. | was feverish and had chills, muscle
aches, and a headache. | had very strong chills for a few hours and then | noticed that my resting heart rate
was around 128 bpm at around 1:30 AM on 3/15/21. | was running a 100.6 fever at that time. My fever
subsided in the morning and the headache persisted throughout the day, and | was very tired as | did not get
much sleep the night before. | did not work that day (Monday, 3/15). At the time | was about 7 weeks
pregnant. | noticed some very light spotting later in the day on 3/15, and then | continued spotting on 3/16. |
consulted a midwife at the facility at 4 PM on 3/16/21 and took a blood test to measure my hCG hormone
levels. The following day, 3/17, | received the results that | had a normal level of hCG hormone and normal
hemoglobin levels. As the day continued, the spotting turned into bleeding, and eventually the bleeding
became heavy starting around 4 PM. | received an ultrasound on 3/18/21 at 8 AM and later spoke with a
midwife from facility at 11 AM that day, confirming that there was no viable pregnancy detected via
ultrasound. | had lost quite a bit of blood at that point. | am, as of 8:35 PM on Friday, March 19th, still
bleeding and experiencing the impact of miscarriage.

COVID19 VACCINE

JANSSEN

1195464-1

18-29 years

0 days

Patient was about 15 weeks pregnant and this was her first pregnancy. Her anticipated due date was Oct 1st
2021. On April 9th 2021 during a scheduled doctor visit at 3pm both baby and mother were in good health.
On the same evening after the appointment she went for vaccination at Pharmacy and received the J&
vaccine. After receiving the vaccine in about 15 mins she felt like urinating and noticed blood in the urine and
felt vaginal dilation. Within the next 15 to 20 mins she started experiencing mild labor pains and contractions.
In the next 30 mins she started bleeding and was immediately taken to the ER. In the ER it was confirmed that
she was having a miscarriage and the fetus was delivered. She also had to undergo emergency surgery to
remove any remaining placenta in the uterus.

COVID19 VACCINE

JANSSEN

1205095-1

30-39 years

0 days

6hrs after the vaccine | started having chills, body aches, light headed, & headache. Also at the same time |
started spotting which | found out it was the symptoms of a miscarriage. On 04/11/2021 | continued with the
same symptoms then later on that night i started feeling dizzy the bleeding continued. Around 2am on
4/12/2021 | was bleeding a lot & at 7am | went to the ER and they confirmed | had a miscarriage. | was 11
weeks pregnant. My estimated delivery date was 10/28/2021. On my previous appointments they said
everything was going good with my pregnancy the only complication was hyperthyroidism which | had been
taking medication for.

COVID19 VACCINE

JANSSEN

1209945-1

30-39 years

0 days

The minute after the vaccination | had fainted, vision went, low blood pressure, after laying down became
better. Rested almost an hour in order to be able to walk. next day, | had severe headache, with nausea, and
a day later | had bleeding. Bleeding became severe, | had miscarriage. | was 7 weeks pregnant.




COVID19 VACCINE

MODERNA

1004202-1

Unknown

0 days

Presumed miscarriage; human chorionic gonadotropin decreased; Vaccine exposure during pregnancy; A
spontaneous report was received from a consumer who was also a 31-years-old, female patient who received
Moderna's COVID-19 vaccine (mRNA-1273) who experienced vaccine exposure during pregnancy, human
chorionic gonadotropin decreased and presumed miscarriage. The patient's medical history was not provided.
The patient's prior history of pregnancies were two miscarriages (2013 and 2015) and two full term births
(2017 and 2019) were reported. The patient's last menstrual period was 25 Nov 2021. The estimated due date
was 1 Sep 2021. Concomitant medications included sertraline hydrochloride and vitamins. On 27 Dec 2020,
the patient found out she was pregnant, but she already had some bleeding. On 28 Dec 2020, the patient
received their first of two planned doses of MRNA-1273 (Lot number: 026L20A) intramuscularly in the right
arm for prophylaxis of COVID-19 infection. On undisclosed date, after receiving the vaccine her human
chorionic gonadotropin (hCG) levels went down to 0. Her health care professional presumed it was a
miscarriage. Treatment for the event was not reported. On 19th Jan 2021, her hCG levels started to climb
back up again. Action taken with the second dose of MRNA-1273 in response to the event was not reported.
The outcome of the event, presumed miscarriage, and human chorionic gonadotropin decreased was unknown.
The outcome of the event, vaccine exposure during pregnancy, was resolved on 28 Dec 2020.; Reporter's
Comments: This spontaneous report concerns a 31-years-old, G5P2 female patient who experienced vaccine
exposure during pregnancy and presumed miscarriage. The patient's last menstrual period was 25-Nov-2020
with estimated date of delivery as 01-Sep-2021. One day after the patient discovered she was pregnant; she
received the first dose of mMRNA-1273 vaccine (lot # 026L20A expiration date unknown). The event of presumed
miscarriage (human chorionic gonadotropin (hCG) levels went down to 0) was diagnosed on an unknown date
after vaccine administration. The HCG level began to climb up again 22 days after the vaccine administration.
Based on the information provided which includes, the patient's obstetric history, vaginal bleeding the day
prior to mRNA-1273 vaccination and without definitive confirmation of pregnancy loss, there is not enough
evidence to assess that that there was a miscarriage and is also unlikely to be associated with mRNA-1273
administration. The event of vaccine exposure during pregnancy is considered not applicable

COVID19 VACCINE

MODERNA

1038034-1

Unknown

0 days

Pregnancy loss; Vaginal bleeding; Vaccine exposure during pregnancy; A spontaneous report was received
from a nurse practitioner who was 31-year-old, female, patient who received Moderna's COVID-19 vaccine
(mRNA-1273) and experienced vaccine exposure during pregnancy, pregnancy loss (abortion spontaneous), and
vaginal bleeding (vaginal hemorrhage). The patient's medical history was not provided. Concomitant
medications reported as taken since conception included magnesium, prenatal vitamins, vitamin B and vitamin
C. On 10Jan 2021, the patient received their first of two planned doses of mMRNA-1273 (Lot number: 011LZ0A)
intramuscularly in the right arm for prophylaxis of COVID-19 infection. On 10 Jan 2021, the pregnant patient
was exposed to the mRNA-1273 vaccine. On 02 Feb 2021, the patient developed vaginal bleeding, so she
went to her obstetrician and had an ultrasound exam. The patient reported that there was no heartbeat at
fifteen weeks and five days. No treatment information was provided. The patient's prior positive pregnancy
test, last menstrual period, conception and due dates were not provided. Action taken with mRNA-1273 in
response to the events was not reported. The outcome of the event, pregnancy loss and vaccine exposure
during pregnancy, was considered resolved. The outcome of the event, vaginal bleeding, was unknown.;
Reporter's Comments: This case concerns a 31 year old, female subject, who experienced a spontaneous
abortion and drug exposure before pregnancy. Very limited information has been provided at this time.
Further information has been requested

COVID19 VACCINE

MODERNA

1058751-1

40-49 years

0 days

The evening of my vaccination, | began to feel feverish, weak and achy. During the night | woke with heavy
bleeding and found out the following morning | had miscarried my otherwise healthy pregnancy.

COVID19 VACCINE

MODERNA

1063650-1

30-39 years

0 days

I had a soreness in my arm. The two weeks later on the 21st of January, | had a routine OB appointment and
we did an US only to find out that the fetus was no longer alive. | had to have a DNC the following week.
Participant is not sure if it is vaccine related but wanted to file a report anyway.




COVID19 VACCINE

MODERNA

1065910-1

30-39 years

0 days

Miscarriage; Received vaccine when pregnant; A spontaneous report was received from a 34-year old female
patient who received Moderna's COVID-19 Vaccine (mRNA-1273) when pregnant and experienced a
miscarriage. The patient's medical history included three prior pregnancies, with two live births and one
miscarriage. Products known to have been used by the patient, within two weeks prior to the event, included
prenatal vitamins and doxylamine succinate/pyridoxine hydrochloride. The patient received their first of two
planned doses of MRNA-1273 (Batch number: 011J20A) on 30 Dec 2020. On 27 Jan 2021, the patient received
their second of two planned doses of MRNA-1273 (Batch number: 028L20A) intramuscularly for prophylaxis of
COVID-19 infection. At 7 weeks gestation, the fetus had a normal heart beat. She reported that she had no
complications with the pregnancy. On 08 Feb 2021, the patient had a miscarriage. Treatment information
was not provided. The patient received both scheduled doses of MRNA-1273; therefore, action taken with the
drug in response to the event is not applicable. The events received vaccine when pregnant and miscarriage
were considered recovered.; Reporter's Comments: This report concerns a 34-year-old, P2G4 who experienced
miscarriage 1 month 9 days post administration of first dose and 12 days after the last dose of mRNA-1273
vaccine. There is not enough information such as the last menstrual period, estimated date of conception and
delivery and gestational age at the time of miscarriage. In addition, the patient's detailed medical history
including any trauma and reason for previous miscarriage is lacking. Vaccine exposure during pregnancy is
assessed as not applicable.

COVID19 VACCINE

MODERNA

1086384-1

30-39 years

0 days

On the following day after receiving my first dose of the vaccination, my arm was throbbing, completely
swollen, decreased ROM and skin was RED and severely tender to the touch. Took OTC Tylenol (2) po and had
no signs of relief. Pain, swelling, and skin redness lasted for 3 days. On February 10th, 2021 | had a positive
pregnancy test (confirmed by bloodwork and urine) which indicated | was 6-7 weeks pregnant and had a
miscarriage on March 2021, after giving live births 3 prior times. The cause of the miscarriage is unknown. |
also developed a blood clot on the arm that was inserted for an IV. | have no family history or personal
history of needing blood thinners.

COVID19 VACCINE

MODERNA

1086871-1

Unknown

0 days

Miscarriage; Vaccine exposure during pregnancy; A spontaneous report was received from a consumer who
was also a 41-year old, female patient who received Moderna's COVID-19 vaccine (mRNA-1273) resulting in
the event miscarriage/ abortion spontaneous and vaccine exposure during pregnancy. The patient's medical
history included environmental allergies and an allergy to an unknown beauty product, kidney stone,
endometriosis, anxiety, and paroxysmal supraventricular tachycardia. Products known to have been used by
the patient, within two weeks prior to the event, included pre-natal vitamins and escitalopram oxalate. The
patient received their first of two planned doses of mMRNA-1273 (Batch number: 042L20A) intramuscularly on
14 Jan 2021. On 12 Feb 2021, the patient received their second of two planned doses of mRNA-1273 (Batch
number: 012M20A) intramuscularly for prophylaxis of COVID-19 infection. On 21 Jan 2020, the patient had a
positive pregnancy test. The first day of the patient's last menstrual period was on 24 Dec 2020. The
estimated date of conception was not provided. The due date was estimated as 30 Sep 2021. On 22 Feb 2021,
the patient had a miscarriage. There was no fetal heartbeat on the ultrasound. On 24 Feb 2021, the patient
underwent a procedure to complete the miscarriage. The patient received both scheduled doses of mRNA-
1273; therefore, action taken with the drug in response to the event is not applicable. The outcome of the
events was considered recovered.; Reporter's Comments: This is a case of product exposure during pregnancy
with an Adverse event of Spontaneous abortion for this 41-year-old female. Very limited information
regarding this event has been provided at this time. Further information has been requested.

COVID19 VACCINE

MODERNA

1175464-1

30-39 years

0 days

At the time of my first vaccine on 1/14/21 | was 9 weeks pregnant and on lovenox for DVT and progesterone
for pregnancy maintenance. On 2/5/21 | miscarried the baby and ended up hemmoraging thus requiring a
blood transfusion. The fetus was sent to pathology and | was informed that at 12 weeks when | miscarried
that the baby had termed at 9 weeks which was the time of my first vaccine injection.

COVID19 VACCINE

MODERNA

1183408-1

30-39 years

0 days

I was a G1P0, 36 weeks 0 days at the time of my 2nd dose of the Moderna vaccine. | received the injection at
8:25am and my water broke at 6:35pm. | had been lying down for about 5 minutes prior to the water
breaking, with no physical exertion or contractions orior to that. | had no prior risk factors (other than
advanced maternal age), but delivered my preterm baby about 5.5 hours later. Nearly 48hrs after delivery,
baby and | are both doing fine.




COVID19 VACCINE

MODERNA

1261506-1

30-39 years

0 days

Miscarriage; Patient was unaware that she was pregnant; This spontaneous case was reported by a nurse and
describes the occurrence of ABORTION SPONTANEOUS (Miscarriage) in a 30-year-old female patient who
received mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 011J20A) for COVID-19 vaccination. The
occurrence of additional non-serious events is detailed below. The patient's past medical history included
Pregnancy test (Negative home pregnancy test.) on 02-Mar-2021. On 03-Mar-2021, the patient received
dose of mRNA-1273 (Moderna COVID-19 Vaccine) (unknown route) 1 dosage form. On 03-Mar-2021, the patient
experienced EXPOSURE DURING PREGNANCY (Patient was unaware that she was pregnant). On 19-Mar-2021,
the patient experienced ABORTION SPONTANEOUS (Miscarriage) (seriousness criterion medically significant).
At the time of the report, ABORTION SPONTANEOUS (Miscarriage) and EXPOSURE DURING PREGNANCY
(Patient was unaware that she was pregnant) outcome was unknown. The action taken with mRNA-1273
(Moderna COVID-19 Vaccine) (Unknown Route) was unknown. For mRNA-1273 (Moderna COVID-19 Vaccine)
(Unknown Route), the reporter did not provide any causality assessments. No treatment or concomitant
mediation were reported.

COVID19 VACCINE

MODERNA

1284722-1

Unknown

0 days

went through a miscarriage on 23APR2021, after receiving the first dose; feeling abdomen pain lightly two to
three days later; could not left her arm after the injection; injection site was sore,could not lift her arm after
the injection; found pregnant on 07MAR2021,first vaccine dose 11APR2021; This spontaneous pregnancy case
was reported by a consumer and describes the occurrence of ABORTION SPONTANEOUS (went through a
miscarriage on 23APR2021, after receiving the first dose) in a female patient of an unknown age who received
mRNA-1273 (Moderna COVID-19 Vaccine) (batch no. 024B21A) for COVID-19 vaccination. The occurrence of
additional non-serious events is detailed below. No medical history was provided by the reporter.
Concomitant products included MINERALS NOS, VITAMINS NOS (PRENATAL VITAMINS [MINERALS
NOS;VITAMINS NOS]) for an unknown indication. On 11-Apr-2021, the patient received first dose of mRNA-
1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. The patient's last menstrual period was on
11-Feb-2021 and the estimated date of delivery was 20-Nov-2021. On 11-Apr-2021, the patient experienced
EXPOSURE DURING PREGNANCY (found pregnant on 07MAR2021,first vaccine dose 11APR2021). On 13-Apr-
2021, the patient experienced VACCINATION SITE MOVEMENT IMPAIRMENT (could not left her arm after the
injection) and VACCINATION SITE PAIN (injection site was sore,could not lift her arm after the injection). On 14
Apr-2021, the patient experienced ABDOMINAL PAIN (feeling abdomen pain lightly two to three days later).
On 23-Apr-2021, the patient experienced ABORTION SPONTANEOUS (went through a miscarriage on
23APR2021, after receiving the first dose) (seriousness criterion medically significant). The patient received
mRNA-1273 (Moderna COVID-19 Vaccine) beginning around the eighth week of the pregnancy. The delivery
occurred on an unknown date. For neonate 1, miscarriage on 23-Apr-2021. On 11-Apr-2021, EXPOSURE
DURING PREGNANCY (found pregnant on 07MAR2021,first vaccine dose 11APR2021) had resolved. On 23-Apr-
2021, ABORTION SPONTANEOQUS (went through a miscarriage on 23APR2021, after receiving the first dose)
had resolved. At the time of the report, ABDOMINAL PAIN (feeling abdomen pain lightly two to three days
later), VACCINATION SITE MOVEMENT IMPAIRMENT (could not left her arm after the injection) and
VACCINATION SITE PAIN (injection site was sore,could not lift her arm after the injection) outcome was
unknown. Not Provided  The action taken with mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular)
was unknown. The reporter stated that his wife was found pregnant on 07Mar2021. She had normal back
pain and normal pregnancy pain during her pregnancy. My wife could not left her arm after the injection and
the injection site was sore on 13-Apr-2021. After taking the Moderna vaccine she started to have abdomen
pain lightly for two to three days on 14-Apr-2021. On 22-Apr-2021, she started to feel unbearable pain. On
Friday 23-Apr-2021 she had a miscarriage. No treatment product information was not provided Based on
current available information and the temporal association between product use and the start date of the
events a causal relationship cannot be excluded. Most recent FOLLOW-UP information incorporated above
includes: On 26-Apr-2021: Follow-up had NNI; Sender's Comments: Based on current available information and
the temporal association between product use and the start date of the events a causal relationship cannot
be excluded.




COVID19 VACCINE

PFIZER\BIONTECH

0924247-1

30-39 years

0 days

I was 5.5 weeks pregnant when | revived the Pfizer Covid Vaccine. Everything was seemingly going fine with
my pregnancy until about 4 hours after receiving the vaccine when | went to the bathroom nd wiped and saw
pink discharge on the toilet paper. | then began to have mild low abdominal cramping. The abdominal
cramping and vaginal bleeding steadily increased in severity over the next 24 hours until | eventually had an
obvious miscarriage the evening of 12/31/2020. | cant help but think the vaccine in some way caused my
body to reject the pregnancy. Along with the miscarriage, | also had extreme tiredness with Gl upset
12/31/20 - 1/02/2021.

COVID19 VACCINE

PFIZER\BIONTECH

0925639-1

30-39 years

0 days

Miscarriage; patient was pregnant while taking BNT162B2; patient was pregnant while taking BNT162B2;
This is a spontaneous report from a contactable Other Health Professional. A 34-year-old female patient
received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Batch/lot number: EL0140),
intramuscularly on 22Dec2020 06:00 AM at single dose at Arm Right at Hospital for COVID. Medical history
included ongoing sleep apnoea. There were no concomitant medications. There were no allergies to
medications, food, or other products. The patient did not receive any other vaccines within 4 weeks prior to
the COVID vaccine. The patient did not receive any other medications the patient received within 2 weeks of
vaccination. Prior to vaccination, the patient was not diagnosed with COVID-19. The patient experienced
miscarriage on 29Dec2020 13:00. The patient was pregnant while taking BNT162B2. The patient was 4
Weeks pregnant at the onset of the event. Patient last menstrual period date was 24Nov2020. The
Pregnancy due to deliver was on 07Sep2021. The pregnancy resulted in spontaneous abortion. Since the
vaccination, the patient has been tested for COVID-19 on an unknown date with unknown results. Nasal Swab
on 28Dec2020 was Negative. There was no treatment received for the adverse event. The outcome of event
was recovering.; Sender's Comments: The information currently provided is too limited to make a meaningful
medical assessment hence, the events are conservatively assessed as related to the suspect drug BNT162B2
until further information becomes available. The impact of this report on the benefit/risk profile of the Pfizer
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to agency, Ethics Committees, and Investigators, as
appropriate.

COVID19 VACCINE

PFIZER\BIONTECH

0950562-1

30-39 years

0 days

9 days after vaccine, | had a miscarriage. | was 5 weeks pregnant at that time. | had confirmation lab test 2
weeks prior of pregnancy and had labs with bhcg lower at time of bleeding to confirm miscarriage

COVID19 VACCINE

PFIZER\BIONTECH

0953086-1

30-39 years

0 days

I had a very early miscarriage at five weeks; | had a very early miscarriage at five weeks; | had a very early
miscarriage at five weeks; This is a spontaneous report from a contactable Physician (patient). A 31-year-old
female patient received BNT162B2 first dose of (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EJI685)
intramuscular at arm right on 19Dec2020 06:30 at single dose for covid-19 immunization. Facility type vaccine
was hospital. Medical history was none. The patient had no known allergies or other medical history. There
were no concomitant medications. No other vaccine in four weeks and no other medications in two weeks.
The patient experienced a very early miscarriage at five weeks on 01Jan2021. The event result in doctor or
other healthcare professional office/clinic visit. No treatment received. The outcome of the event miscarriage
was recovered in Jan2021. No covid prior vaccination and no covid tested post vaccination.; Sender's
Comments: All pregnancies have a risk of birth defect, loss, or other adverse outcomes. The data on BNT162B2
administered to pregnant women is insufficient to make a meaningful medical assessment hence, the events
are conservatively assessed as related to the suspect drug BNT162B2 until further information becomes
available. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of
Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for adverse
events. Any safety concern identified as part of this review, as well as any appropriate action in response, will
be promptly notified to RAs, Ethics Committees, and Investigators, as appropriate.




COVID19 VACCINE

PFIZER\BIONTECH

0965558-1

18-29 years

0 days

Miscarriage; pregnant patient received the vaccine; pregnant patient received the vaccine; This is a
spontaneous report from a contactable nurse (patient). This pregnant 29-year-old female patient received the
first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) (Lot number EK5730), intramuscular at single
dose in the left arm on 20Dec2020 for COVID-19 immunisation. Medical history included none. Concomitant
medication included venlafaxine. The patient experienced miscarriage (medically significant) on 09Jan2021
with outcome of recovering. Treatment unknown. The event required a visit to the emergency room. The
patient was pregnant while taking BNT162B2. The patient was 4 weeks pregnant at the onset of the event.
Patient last menstrual period date was 27Nov2020. The pregnancy due to deliver was on 03Sep2021. The
vaccine was administered at Workplace Clinic. The patient did not receive any other vaccines within 4 weeks
prior to the COVID vaccine. The patient was not diagnosed with COVID-19 prior to vaccination. The patient
had not been tested for COVID-19 since the vaccination. She received the second dose of BNT162B2 (Lot
number EL0142), intramuscular in the left arm on 13Jan2021.; Sender's Comments: Based on the temporal
relationship, the association between the event miscarriage with BNT162b2 can not be complete excluded.
The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer
procedures for safety evaluation, including the review and analysis of aggregate data for adverse events. Any
safety concern identified as part of this review, as well as any appropriate action in response, will be
promptly notified to regulatory authorities, Ethics Committees, and Investigators, as appropriate.

COVID19 VACCINE

PFIZER\BIONTECH

1006011-1

18-29 years

0 days

Miscarriage; The mother reported she became pregnant while taking bnt162b2; The mother reported she
became pregnant while taking bnt162b2; This is a spontaneous report from a contactable consumer reported
for herself. A 27-year-old female patient (Pregnant) received first dose of bnt162b2 (lot number: EL3248), via
an unspecified route of administration in left arm on 16Jan2021 16:30 at single dose for covid-19
immunization. Medical history included asthma, covid-19 from an unknown date and unknown if ongoing. The
patient's concomitant drug included prenatal vitamins. The patient experienced miscarriage on 21Jan2021
with outcome of recovering. The event was reported as non-serious. The adverse event result in emergency
room/department or urgent care. No treatment received for the adverse event. The mother reported she
became pregnant while taking bnt162b2. The mother was 8 weeks pregnant at the onset of the event. The
mother was due to deliver on 19Aug2021. Last menstrual date: 22Nov2020. Facility where the most recent
COVID-19 vaccine was administered: Hospital. The patient was not received any other vaccines within 4
weeks prior to the COVID vaccine. Prior to vaccination, the patient was diagnosed with COVID-19. Since the
vaccination, the patient hadn't been tested for COVID-19. Not known allergies to medications, food, or other
products.

COVID19 VACCINE

PFIZER\BIONTECH

1010528-1

30-39 years

0 days

unfortunately she had a miscarriage about 5-6 days before her second dose; positive pregnancy test a few
days after the first dose.; positive pregnancy test a few days after the first dose.; This is a spontaneous report
from a contactable consumer. A 32-year-old female patient (3 weeks pregnant at time of vaccination) received
first dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EK9231), via an unspecified route of
administration on left arm on 31Dec2020 at single dose for covid-19 immunisation. The patient medical history
was not reported. Prior to vaccination, the patient was not diagnosed with COVID-19. Concomitant
medication included iron and minerals nos, vitamins nos (PRENATAL VITAMINS). The patient had a negative
pregnancy test in 2020 before getting the first vaccine dose, but then had a positive pregnancy test in
Jan2021 a few days after the first dose, but unfortunately she had a miscarriage in Jan2021, about 5-6 days
before her second dose. She has an appointment scheduled with OBGYN for the miscarriage. Since the
vaccination, the patient has not been tested for COVID-19. The outcome of the miscarriage was recovering.;
Sender's Comments: Based on the temporal relationship, the association between the event miscarriage with
BNT162b2 can not be completely excluded. The impact of this report on the benefit/risk profile of the Pfizer
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to regulatory authorities, Ethics Committees, and
Investigators, as appropriate.




COVID19 VACCINE

PFIZER\BIONTECH

1020877-1

40-49 years

0 days

| was a healthy pregnant woman age 43 who was 11 weeks 2 days pregnant. | was having a normal
pregnancy with no complications. I'min healthcare and in the operating often for airway and ENT procedures.
| received my shot at 9:00am on 1/29/20201 and began spotting at 11:00am. The spotting continued (very
light) until 9:00pm. | decided to go to bed since | wasn't feeling well. | woke at 2:00am with contractions and
heavy bleeding. | went to the ED at 3:00am on 1/30 to confirm my miscarriage. | weighed 121 at the ED
when triaged. My EDD was 08/19/2021

COVID19 VACCINE

PFIZER\BIONTECH

1056929-1

18-29 years

0 days

That night my fever 102 took Tylenol to bring it down, shakes, chills , nausea, muscle aches and swollen lymph
nodes (right armpit).The symptoms lasted to Sunday. My estimated date of delivery was Sept.14 | miscarried
at 5 wks.

COVID19 VACCINE

PFIZER\BIONTECH

1057557-1

30-39 years

0 days

Miscarriage 8 days after receiving 2nd vaccine at 6 weeks pregnant; receiving 2nd vaccine at 6 weeks
pregnant; receiving 2nd vaccine at 6 weeks pregnant; This is a spontaneous report from a contactable other
healthcare professional (patient). A 31-year-old female patient received the second dose of BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE), lot/batch number not reported, via an unspecified route of administration in
the left arm on 28Jan2021 08:30 at a single dose for COVID-19 immunisation. The patient's medical history
and concomitant medications were not reported. The patient previously took the first dose of BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE) in the left arm on 07Jan2021 at 09:00 AM for COVID-19 immunization.
Patient was pregnant. Patient has no other vaccines in four weeks and no other medications in two weeks.
Patient has no COVID prior vaccination and no known allergies. On 05Feb2021 at 06:00 PM, patient
experienced miscarriage 8 days after receiving 2nd vaccine at 6 weeks pregnant. No treatment received for
the event miscarriage. The event resulted in doctor's office/clinic visit. The patient was not tested for COVID
post vaccination. The outcome of the event miscarriage was recovering. Information on the lot/ batch number
has been requested.; Sender's Comments: Based on the compatible temporal association, a possible
contributory role of the vaccination with BNT162B2 in triggering the onset of miscarriage in this patient at 6
weeks pregnant cannot be excluded. Additional information regarding relevant medical history, concomitant
medications and detailed clinical course around the event onset will aid in comprehensive assessment of the
case. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer
procedures for safety evaluation, including the review and analysis of aggregate data for adverse events. Any
safety concern identified as part of this review, as well as any appropriate action in response, will be
promptly notified to Regulatory Authorities, Ethics committees and Investigators, as appropriate.

COVID19 VACCINE

PFIZER\BIONTECH

1058428-1

30-39 years

0 days

1/21 vaccination By that evening, | started having chills by 5pm. Began to have body aches; 7pm. Low Grade
fever increased to 102 overnight. | didn't sleep at all to no avail with Tylenol and Motrin. Nauseous. 1/22
pregnancy test; positive By Friday evening, symptoms started to dissipate. 1/26 Miscarried; 4 weeks 3 days
pregnant 1st pregnancy

COVID19 VACCINE

PFIZER\BIONTECH

1063971-1

30-39 years

0 days

Sudden onset: Sore arm - really sore. Whole body aches. Headache and neckache. | did not have a fever. 24
hours later they all disappeared. | found out | was pregnant on the 8th. | had a normal ultrasound and a
heartbeat at the end of January (the 29th) and February 8, there was no heartbeat anymore. | miscarried.
This was my fifth pregnancy. | had one other miscarriage. | had a pregnancy where | had twins and one of the
twins miscarried. So | have miscarried three babies. The expected date of delivery for this pregnancy was
September 13, 2021.




COVID19 VACCINE

PFIZER\BIONTECH

1065919-1

18-29 years

0 days

miscarried; patient was pregnant at the time of the vaccine; patient was pregnant at the time of the vaccine;
This is a spontaneous report from a contactable healthcare professional reporting for herself. A 29-year-old
female patient received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Solution for injection;
lot number and expiry date not reported) via an unspecified route of administration at right arm, at the age of|
29-year-old, on 30Jan2021 02:00 AM, single dose for COVID-19 immunization. Relevant medical history and
concomitant medications were reported as none. The patient had no known allergies. The patient did not
receive any other vaccine in four weeks or any other medications in two weeks. The patient was pregnant at
the time of the vaccine 30Jan2021 and miscarried on 01Feb2021. LMP was provided as 01Jan2021, gestation
period was reported as 4 weeks and due date was provided as 080ct2021. The patient did not have covid
prior vaccination and was not tested for covid post vaccination. The patient did not receive any treatment in
response to the event miscarried. Outcome of the event miscarried was not recovered. Information on the
lot/batch number has been requested.; Sender's Comments: Based on the compatible temporal association, a
possible contributory role of suspect vaccine BNT162B2 in triggering the misarrange in this 29-year-old
pregnant patient cannot be excluded. Additional information regarding relevant medical history, underlying
conditions, concomitant medications and detailed clinical course around the event onset will aid in
comprehensive assessment of the case. The impact of this report on the benefit/risk profile of the Pfizer
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics committees and
Investigators, as appropriate.

COVID19 VACCINE

PFIZER\BIONTECH

1075313-1

30-39 years

0 days

miscarried at 12 weeks; received first dose of bnt162b2 on 18Dec2020, second dose on 11Feb2021; received
first dose of bnt162b2 on 18Dec2020, second dose on 11Feb2021; This is a spontaneous report from a
contactable nurse (Patient). A 38-year-old female patient received second dose of bnt162b2 (PFIZER-BIONTECH
COVID-19 VACCINE, lot number el3248) intramuscular in right arm on 11Feb2021 17:00 at single dose for covid
19 immunisation. No medical history. No COVID prior to vaccination. Other medications in two weeks include
prenatal vitamins. Patient received first dose of bnt162b2 (lot number ek5730) on 18Dec2020 12:00 PM
intramuscular in right arm. No other vaccine in four weeks. Patient's last menstrual date was 01Nov2020.
Patient miscarried at 12 weeks after receiving the second dose of vaccine. Dilation and curettage performed.
Outcome was recovered with sequel. Nasal Swab COVID tested negative post vaccination on 18Feb2021.;
Sender's Comments: The limited information provided precludes a full clinical assessment of the case.
Considering the product-event temporal relationship, a causal association between the reported 'miscarried'
and the administration of bnt162b2 cannot be completely excluded. Case will be reassessed once with
additional information. The impact of this report on the benefit/risk profile of the Pfizer product is evaluated
as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate data for
adverse events. Any safety concern identified as part of this review, as well as any appropriate action in
response, will be promptly notified to Regulatory Authorities, Ethics Committees, and Investigators, as
appropriate.

COVID19 VACCINE

PFIZER\BIONTECH

1096648-1

40-49 years

0 days

After my second dose Pfizer vaccine, on the day or day after | suffered a miscarriage.

COVID19 VACCINE

PFIZER\BIONTECH

1097090-1

30-39 years

0 days

A couple of minutes of having the vaccine | started having heart palpitations. | didn't see much of it so | left
but it kept on going for the next couple of days then on the following Sunday | ended up going to the urgent
care & they sent me to the Emergency room from there. On march 1st | had a miscarriage | was 6 weeks
pregnant, There was some questions when | found out | was pregnant to see if | was going to have some
issues or not.




COVID19 VACCINE

PFIZER\BIONTECH

1107257-1

30-39 years

0 days

Miscarriage; Pregnant at time of vacciation; Pregnant at time of vacciation; This is a spontaneous report from
a non-contactable consumer. A 34-year-old female patient (16 weeks pregnant at time of vaccination) received
the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 MRNA VACCINE), via an unspecified route of
administration on 29Jan2021 (at the age of 34-years-old) as a single dose for COVID-19 immunization. Medical
history and concomitant medications were not reported. The patient experienced miscarriage at a routine
OBGYN visit on 19Feb2021. The patient was hospitalized for the miscarriage on an unknown date for 2 days.
The clinical outcome of the event miscarriage was unknown. The patient had not had COVID prior to the
vaccination and has not tested positive post vaccination. Information about lot/batch has been requested.

COVID19 VACCINE

PFIZER\BIONTECH

1113942-1

30-39 years

0 days

miscarriage; pregnant patient received BNT162B2; pregnant patient received BNT162B2; This is a spontaneous
report from a non-contactable consumer. This consumer (patient) that a 34-year-old female patient received
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: en6201) at the age of 34-years, via an
unspecified route of administration on 20Feb2021 at single dose for COVID-19 immunisation. Medical history
was not reported. Patient was pregnant at time of vaccination, last menstrual date was 21Jan2021. No other
vaccine in four weeks, no COVID-19 prior vaccination. Concomitant medication included ustekinumab
(STELARA). The patient experienced miscarriage on an unspecified date (on 03Feb2021, as reported). The
pregnant patient received BNT162B2 on 20Feb2021. No COVID-19 tested post vaccination. Outcome of the
event was unknown. No follow-up attempts are possible. No further information is expected.; Sender's
Comments: Linked Report(s) : US-PFIZER INC-2021238716 Same product and AE , different patient

COVID19 VACCINE

PFIZER\BIONTECH

1254933-1

30-39 years

0 days

spotting vaginally; miscarriage; Following the vaccine on 18Mar; This is a spontaneous report from a
contactable consumer (patient). A pregnant 31-year-old female patient received first dose of BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE), via an unspecified route of administration in left arm on 18Mar2021 at
17:00 (at the age of 31 years old) (Lot Number: EN6204, unknown expiration) as a single dose for COVID-19
immunisation. Medical history included anxiety. No known allergies. Concomitant medications included
escitalopram oxalate (LEXAPRO) and unspecified prenatal vitamins. The patient reported that following the
vaccine on 18Mar2021 at 23:00 (11:00 pm), she began spotting vaginally which persisted for two weeks and
resulted in a miscarriage at 7 weeks pregnant. The patient is pregnant on 04Jan2021. The mother was
supposed to deliver on 19Nov2021. The events resulted in doctor or other healthcare professional office/clinic
visit. The patient did not received treatment for the events. The patient has no COVID prior to vaccination
and was not tested for COVID post vaccination. The patient did not have other vaccine in four weeks. The
patient is recovering from the events. No follow-up attempts are possible. No further information is
expected.

COVID19 VACCINE

PFIZER\BIONTECH

1265911-1

30-39 years

0 days

miscarriage; super tired; super sore; sore arm; This is a spontaneous report from a contactable consumer
(patient's husband). A 39-year-old female patient received second dose of BNT162B2 (PFIZER-BIONTECH COVID-
19 VACCINE; Lot Number: EP7533) via an unspecified route of administration into left arm on 09Apr2021 13:30
(at the age of 39-year-old) as single dose for COVID-19 immunisation. Medical history included ongoing colitis.
Concomitant medications included mesalazine (MESALAMINE) taken for colitis from an unspecified start date
and ongoing and other unspecified medications. Historical vaccine includes first dose of BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE; Lot Number: EN6199) into left arm on 19Mar2021 (at the age of 39-year-old) for
COVID-19 immunization and patient received first dose of BNT162B2 while pregnant. On 09Apr2021, it was
reported that the patient experienced sore arm. On 10Apr2021 she was super tired and super sore. On
11Apr2021, patient reportedly had miscarriage. The mother was 3 weeks pregnant at the onset of the event.
The pregnancy resulted in spontaneous abortion. The fetal outcome was intrauterine death. The events
reportedly resulted to emergency room visit. The patient underwent lab tests and procedures which included
blood test on 11Apr2021 showing she was only 3 weeks pregnant and sonogram: no fetal heartbeat on
11Apr2021. The event miscarriage was treated with 10 pills of Hydrocodone. Outcome of event miscarriage
was unknown while for all other events was not recovered.




COVID19 VACCINE

PFIZER\BIONTECH

1277327-1

40-49 years

0 days

I was on my 4th week pregnancy. The next day | took my second dose | had spotting and the third day I'm
having a miscarriage. ( this is my third pregnancy); | was on my 4th week pregnancy. The next day | took my
second dose; | was on my 4th week pregnancy. The next day | took my second dose; This is a spontaneous
report from a contactable Other HCP (patient). A 43-year-old female patient (pregnant) received bnt162b2
(PFIZER-BIONTECH COVID-19 mRNA VACCINE, Lot Number: EP7534), second dose via an unspecified route of
administration, administered in Arm Left on 13Apr2021 14:45 (at 43 years old, pregnant), single dose for covid
19 immunisation. The patient's medical history included that this was her third pregnancy. The patient's
concomitant medications were not reported. The patient had his first dose of bnt162b2 on 23Mar2021 14:45
for covid-19 immunisation, left arm, lot number EP7534. Patient was on her 4th week pregnancy. The next
day, she took her second dose, she had Spotting and the third day (also reported as 14Apr2021 15:00) she was
having a miscarriage. Treatment was Received. The outcome of the event Miscarriage of pregnancy was
recovering. No covid prior vaccination. Patient did not receive any other vaccines within 4 weeks prior to the
COVID vaccine. Prior to vaccination, the patient was not diagnosed with COVID-19. Since the vaccination, the
patient has not been tested for COVID-19. No Allergies to medications, food, or other products.; Sender's
Comments: Based on the information currently available and known safety profile of the drug, a possible
contributory role of suspect product Bnt162b2 to the reported events can not be ruled out. But product is not
indicated in this population group. The impact of this report on the benefit/risk profile of the Pfizer product is
evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of aggregate
data for adverse events. Any safety concern identified as part of this review, as well as any appropriate
action in response, will be promptly notified to RAs, Ethics Committees, and Investigators, as appropriate.

COVID19 VACCINE

JANSSEN

1163402-1

30-39 years

1 day

Miscarriage - due date was 10/16/2021

COVID19 VACCINE

JANSSEN

1200344-1

18-29 years

1 day

I am not sure if it is related but the day after receiving the vaccine | felt extremely ill. | was also pregnant at
the time of receiving the shot and miscarried one week later.

COVID19 VACCINE

JANSSEN

1290173-1

40-49 years

1 day

7 weeks at vaccination due date 11/14/2021 was due third pregnancy had successful pregnancy, Normal
pregnancy and next two days was very sick, body aches, fatigue, Tues. Tuesday 03-30-2021 she experienced
bleeding and at that time was 7 weeks 2 days pregnant ER went to the doctor and they indicated that she
would need to return, then on Thursday 04-01-2021 she had a miscarriage and it was confirmed that she was
having a miscarriage.

COVID19 VACCINE

JANSSEN

1293007-1

30-39 years

1 day

The day after the vaccine | had a headache, chills and fatigue for the whole day. The following day | felt
normal. Five days after the vaccine | had a silent miscarriage and | was diagnosed on 04/19/2021. The doctor
identified 04/10/2021 as the day that the fetus was no longer viable. | was in my seventh week. The
Pathology returned identifying Chromosomal abnormality. Due Date-11/21/2021 First Pregnancy

COVID19 VACCINE

MODERNA

0916065-1

30-39 years

1 day

EDD -4/1/2021 - Contractions at 26 w 3 days sent to L&D to be monitored on 12/28/20. Covid-19 Sars Vaccine
given 1st dose 12/27/20. Patient was diagnosed with Fetal Hydrops. Patient Hospitalized 12/28/20 - current
MFM consulting in hospital & outpatient

COVID19 VACCINE

MODERNA

0917350-1

18-29 years

1 day

27Dec2020 - patient developed some swelling (went about 1 inch out from injection site) and discomfort at the
injection site - had taken Advil and was using a cool compress. 29Dec2020 - patient had to leave work early
since she was not feeling well - very fatigued and a little dizzy (able to eat/drink) - denied any COVID illness
s/s (no cough, fever, loss of taste/smell, etc). She ended up going to the local ED - since she was still very
fatigued and was feeling like she was going to pass out - blood work and U/S done - this is where she found
out she had been pregnant but had lost the pregnancy (no heart beat). Per her report - all other blood work
was unremarkable. No other medications given to her during this visit and was just told that she would be
'passing the products of conception within this next week'.

COVID19 VACCINE

MODERNA

0962952-1

18-29 years

1 day

Miscarriage




COVID19 VACCINE

MODERNA

0994135-1

30-39 years

1 day

I am 38 years old with no history of medical problems. | do NOT have a history of miscarriages and have one
healthy child who is 22 months old. On 1/13/21, | took a home pregnancy test which came back positive. At
that time, | had a missed period but also had several common pregnancy symptoms such as bloating, acne,
fatigue and tender breast. later that week, | called OB/Gyn and spoke to an RN to schedule my 8/9 week
ultrasound and to inquiry about the vaccine during pregnancy since | had no clue whether it was
recommended/safe or not. the RN, very confident and without any disclaimer, stated that hospital is
recommending all of their pregnant patients to receive the vaccine. Obviously, | decided to trust this medical
professional who was so confident in her response. My normal pregnancy symptoms continued. On 1/19/21, |
was 5 weeks pregnant and received my first dosage of the vaccine. felt fine other than a sore left arm. on
1/20/21, | woke up with a lot of abdominal cramping and pain. It was new to me but assumed it was normal.
My cramping and pain continued until 1/21/21. On 1/21/21, | woke up without the cramping and pain. But, |
also noticed that my breast were no longer tender and my skin had completely cleared up. | became
concerned but prayed everything was fine since my home pregnancy test was still positive. On 1/22/21, by
cramps continued once again but more mild. My pregnancy symptoms seemed as if they were no longer
present but remained hopeful. On 1/23/21, | woke up with light spotting that only lasted through the
morning. Soon after, | started having extreme abdominal pains. | prayed everything was fine. The pain
continued and became worse. That night, the pain was so bad that | just went to bed. Right before going to
bed, | noticed | had started spotting again. A little heavier than in the morning. | made sure to lay on my left
side, hoping it was normal in pregnancy. On 1/24/21, | woke up with heavy bleeding and clotting. | went to
the doctor and got an ultrasound and blood test. | was told by the doctor at Hospital that | had a miscarriage.

COVID19 VACCINE

MODERNA

1047536-1

30-39 years

1 day

Received vaccine on 02/02, 4 weeks pregnant on 02/03 02/03-02/05: Severe lethargy, tiredness, pain at
injection sites, fever all lasting 48 hours. Symptoms subsided after taking tylenol on 02/05. I'm not
attributing this to the vaccine, but on 02/12, my hcg started to plateau and decline, no egg yolk or fetal pole
was seen at 6 weeks (2/17). Sac was measuring at 5 weeks. | eventually had a miscarriage on 2/21

COVID19 VACCINE

MODERNA

1066027-1

30-39 years

1 day

| was 34 weeks, 5 days pregnant at the time of vaccination (due date 3/26/2021). The next day at 10pm my
water broke and | went into early labor. | had my baby on Friday in the early morning. Prior to this, | had no
risks or warning signs of early labor (e.g. preeclampsia, gestational diabetes, etc) and was generally following
a routine pregnancy path.

COVID19 VACCINE

MODERNA

1075754-1

30-39 years

1 day

I had some arm soreness that started the morning after (22nd) and that lasted until the 27th of January....it
got better each day. | had fever to 102 that started on the 22nd. The fever ended on 23rd. | took Tylenol - it
didn't help on the 22nd but by 23rd it did. | felt fatigue -22nd and went away on 24th. | miscarried 27th-29th -
30th- that timeframe. The miscarriage prompted care. | went to Medical Center. | was not pregnant at time
first vaccination. Estimated date of delivery had been - September 22, 2021; | have no prior pregnancy
history.

COVID19 VACCINE

PFIZER\BIONTECH

0906529-1

30-39 years

1 day

When | got the vaccination | was 32weeks pregnant and on Saturday | had spontaeous rupture of the amnotic
fluids and went immediately to the hospital and was immediately given steroid, magnesium for the baby.
And on Sunday around 3:45PM | got a second round of the steroids and was transferred for observation. On
Monday, at 8:06am | went into early labor | delivered my baby at 33weeks gestation and she weighed 3lb
11oz. Expected Date of Delivery-2/8/2021. | was a high risk patient d/t Fibroids but have experienced no
issues the entire pregnancy and my last ultrasound was 12/17 and baby was healthy with no complications at
that time.

COVID19 VACCINE

PFIZER\BIONTECH

0968006-1

40-49 years

1 day

Miscarriage on 01/03/21 (due date 08/08/21) 2 previous pregnancies with live births (2006,2010)

COVID19 VACCINE

PFIZER\BIONTECH

0980140-1

18-29 years

1 day

Unexplained Pregnancy loss

COVID19 VACCINE

PFIZER\BIONTECH

1017013-1

18-29 years

1 day

Gravida 1 with last menstrual period of 12/05/2020. Patient received 2nd dose of vaccine on 01/19/2021.
Patient had fever and body aches the next day 1/20/2021 and subsequently (3 weeks later) was diagnosed
with a miscarriage of pregnancy at 6 weeks 4 days, which exactly corresponds with the date of the vaccine
and symptoms.




COVID19 VACCINE

PFIZER\BIONTECH

1025363-1

40-49 years

1 day

About 12 hours after the vaccine | developed headache, fever 100.5, nausea and vomiting, and red rash
across my chest up to my neck and under both breasts. All symptoms but the rash improved the following
day. | went to have my 8 week pregnancy US 6 days after this second vaccine dose and there was no fetal
heart rate. The baby measured 8.7mm and there should be a heart rate when the baby measures >7mm. |
had all of my pregnancy symptoms up through the day of the vaccine and then they disappeared the day my
vaccine symptoms improved. | do not have a history of miscarriage.

COVID19 VACCINE

PFIZER\BIONTECH

1057062-1

30-39 years

1 day

1/8 vaccination 1/9 | woke up with severe HA, muscle aches, and fatigue. That evening | got chest pains.
1/10 CP resolved. Everything resolved. 1/17 positive pregnancy test 1/22 miscarriage. First pregnancy. 2/10
finally able to see dr.

COVID19 VACCINE

PFIZER\BIONTECH

1097975-1

30-39 years

1 day

Patient started having pain prior to her injection on 3/11/21. On 3/12/21, she started bleeding, and on
3/14/21 she miscarried at 13 weeks.

COVID19 VACCINE

PFIZER\BIONTECH

1106442-1

30-39 years

1 day

Within 24 hour | began to bleed and ultimately had a complete miscarriage of baby. | was at 6 weeks, with 2
healthy children (3 1/2 and 1 1/2 years old) with no prior pregnancy issues or complications.

COVID19 VACCINE

MODERNA

0958501-1

30-39 years

2 days

Client was pregnant at time of vaccination. She had consulted with 2 OBGYNS that are following her
concerning if she should receive the covid vaccine. They both stated yes. She received her 1st covid
vaccination to her left deltiod between 12pm - 1300 on 1/14/21. She did not experience any complications or
feel any side effects immediately after vaccination. She was monitored by nursing staff for over 30 min to be
prudent. On 1/16/21 the Sat following vaccination she began experiencing cramping in her stomach and began
to bleed vaginally. She consulted w her OBGYN and was monitored. She miscarried on 1/19/21.

COVID19 VACCINE

MODERNA

0981097-1

40-49 years

2 days

A large area around my injection site was red, swollen, warm to touch, firm and itchy covering 3/4 of my
upper arm into my underarm and lymph nodes. | received my first vaccine on 12/23/20 several days after
injection the site became very itchy, red and swollen but in a much smaller area and persisted for several
days leaving a small area of skin hyper pigmented for ~2 weeks. However | did not think it was considered an
""Adverse"" event and would have not reported it if the second dose was to a similar scale. Also, when |
received first vaccine | did not know | was pregnant at the time. When | went to the doctor on 1/23/21 | was
told | was 7.5 weeks pregnant, but there was no heart beat and | had miscarried. Being that | am over the
age of 40 and a high risk for pregnancy and miscarriage | am unsure if my miscarriage is directly related to
the vaccine but | felt it should add it to the report. My first vaccine was administered on 12/23/20 @ 5:30pm
at Hospital""

COVID19 VACCINE

MODERNA

0981111-1

40-49 years

2 days

My second dose was on 1/25/21 . One day after my 3/4 of my upper arm into my axillary area became red,
swollen, warm to touch, tender to touch, firm and itchy. My axillary lymph nodes were also swollen and
tender to touch. My first vaccine was on 12/23/20. Several days after a small area around the injection site
became swollen and itchy. | also had a small palpable lump under my skin at the injection and my skin had a
small area of hyper pigmentation for ~2 weeks. Again the area was much smaller and I did not think it would
"" effect. | was also unaware that | was several weeks pregnant at the time of my
first vaccine. when | went to the doctors office on 1/23/21 | was told | was 7.5 weeks pregnant, there was no
heartbeat and | had miscarried.""

be considered an ""Adverse

COVID19 VACCINE

MODERNA

0988939-1

30-39 years

2 days

Pregnancy confirmed 1/28/2021, 5 weeks 5 days. Pregnancy lost 1/31/2021. Symptoms after Moderna
vaccine were low fever and pain at injection site.

COVID19 VACCINE

MODERNA

1036567-1

30-39 years

2 days

reports that she was approximately 8 weeks pregnant at the time of her #2 COVID vaccine on 1/27/21. She
reports she had a normal prenatal US at 7 weeks. She reports on 1/27/21, she had vaccine side effects of
fever/chills, headache, and nausea. She notes on 1/29/21 most of her vaccine side effect symptoms resolved,
but she is still suffering from headaches. She also notes that her morning sickness was gone on 1/29/21. She
reports she called her OB, he brought her in for a repeat US on 2/1/21. Notes that she has two healthy
children and suffered a miscarriage in May 2020.

COVID19 VACCINE

MODERNA

1045927-1

30-39 years

2 days

positive at home pregnancy test 2/4/21 (same date as vaccine given). However, light bleeding/spotting
started that night/next day but thought still normal. Heavier bleeding started 2/6/21 (Saturday) and
continued through the weekend. Made appointment at hospital lab for Monday 2/8 to check HcG levels in
blood. See below for details, but Dr. suggested repeat blood work on 2/10 as Hcg levels showed positive
pregnancy, but very low. 2/10 Hcg levels slightly lower, which confirmed early miscarriage occurring.




COVID19 VACCINE

MODERNA

1098925-1

18-29 years

2 days

| received the vaccination on Friday and on Sunday my bleeding increased. | already had some mild bleeding
that had been constant since Feb 23rd or 24th. But | had an appointment on Feb 26th that confirmed | had a
baby with a healthy heartbeat. | was also diagnosed with a very small uterine cyst. They told me the cause of
the bleeding was pro ant implantation bleeding. | had light bleeding (bleeding just needing one or two pant
liners each day) until Sunday the 7 when | saw an increase in bleeding. | called my doctor on Tuesday (1
decided not to call Monday because | felt | would get the same answer | had already gotten, which was that
everything was fine) and they had me come in die an urgent same day appointment. At that appointment |
learned my baby did not have a heartbeat. The baby was measuring at just over 8 weeks. The due date
given to me based on my last period was October 12th. So | was exactly 9 weeks when | went into the
appointment Tuesday to find out the baby didn?t have a heartbeat. | officially miscarried the embryo and the
placenta on Friday March 12th. This would have been my second baby. My first is a male and he is 18 months
old. My first pregnancy didn?t have any complications. | do not have a history of miscarriage in my family, and
this was the first one | have had. | did have to take 150mg of Clomid to get pregnant with this baby.

COVID19 VACCINE

MODERNA

1102166-1

30-39 years

2 days

| received the first dose of the vaccine on 1/31/21. | was 33 weeks pregnant, with an estimated due date on
3/21/21. This was my first pregnancy and | had no complications up to that point. On 2/2/21 | began
experiencing menstrual type cramps, which continued for a few days. On 2/5/21, my OBGYN suggested | be
examined in Labor and Delivery, where it was determined | was in pre-term labor. Contractions were
temporarily stopped, however my water broke on 2/7/21 and it was suggested that | be induced. | was
induced on a later date at 34w1d pregnant and delivered my son, who weighed in at 4lbs. 150z.

COVID19 VACCINE

PFIZER\BIONTECH

0918034-1

30-39 years

2 days

| was 28 weeks and 5 days pregnant when | received the first dose of the COVID19 vaccine. Two days later
(12/25/2020 in the afternoon), | noticed decreased motion of the baby. The baby was found to not have a
heartbeat in the early am on 12/26/2020 and | delivered a 2lb 70z nonviable female fetus at 29 weeks
gestation. | was 35 years old at the time of the fetal demise and the only pregnancy history for this
pregnancy included a velamentous cord insertion that was being closely monitored by a high risk OB. My
estimated due was March 12, 2021.

COVID19 VACCINE

PFIZER\BIONTECH

0932028-1

18-29 years

2 days

Miscarriage at 6 weeks pregnant

COVID19 VACCINE

PFIZER\BIONTECH

0932107-1

30-39 years

2 days

Pfizer-BioNTech COVID-19 Vaccine EUA Miscarriage - (date of vaccination 1/6/21, miscarriage symptoms
(cramping) started 1/8/21, confirmed 1/10/21; estimated date of delivery 8/30/21)

COVID19 VACCINE

PFIZER\BIONTECH

0964070-1

30-39 years

2 days

Hi, I actually not sure if the couse of my problem was couse by the Vaccine given to me on January 17 2021.
At the time of the injection given to me | was pregnant don't know how long because | just had found out
about it. | took the injection because | wanted to be safe for the health of my baby and my family..am just
curious about the side effect of this covil9 vaccine. On January 19 | started seen some spot of blood at first |
thought it was nothing to worried about but then around 8am | that day | saw that | was bleeding more and
more not a crazy bleeding but | ended up at the emergency room on January 19 around 3:45pm. To find out
that | was having a miscarriage..so now | don't know if this was couse by the injection or not. Am just worried
that these is a side effect of this injection and nobody knows about it. Please reply me back | want to know
more | already have both covil9 vaccine.

COVID19 VACCINE

PFIZER\BIONTECH

1056747-1

30-39 years

2 days

Approximately 36 hours after second dose- patient went into late preterm labor of 36w6d. Infant was born
weighing 6lbs 3.80z on 2/21/21. Due date was 3/14/21.

COVID19 VACCINE

PFIZER\BIONTECH

1096656-1

18-29 years

2 days

I miscarried my baby two days after my second dose. | got pregnant between doses.




COVID19 VACCINE

PFIZER\BIONTECH

1182483-1

30-39 years

2 days

Miscarriage; This is a spontaneous report from a contactable Other HCP (Nurse), reported for herself. This 39-
year-old female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot number
unknown), via an unspecified route in the right arm, on 25Feb2021 at 17:30 (at the age of 39-year-old) as
single dose for COVID-19 immunisation and the second dose of BNT162B2 (PFIZER-BIONTECH COVID-19
VACCINE, Lot number unknown), via an unspecified route in the right arm, on 19Mar2021 at 17:30 (at the age
of 39-year-old) as single dose for COVID-19 immunisation. The patient was pregnant at the time of vaccination
and the last menstrual date was 02Sep2020. Gestational period 5 weeks and delivery date 19Nov2021.
Relevant medical history included Hashimoto's thyroiditis. Past drug history included allergy to amoxicillin and
omeprazole. Relevant concomitant medications included ascorbic acid, betacarotene, calcium sulfate,
colecalciferol, cyanocobalamin, ferrous fumarate, folic acid, nicotinamide, pyridoxine hydrochloride, retinol
acetate, riboflavin, thiamine mononitrate, tocopheryl acetate, zinc oxide (PRENATAL VITAMINS). No other
vaccine was received in four weeks. Pre-vaccination and post-vaccination COVID tests were not performed. On
21Mar2021 (at 14:00), the patient had miscarriage. The event required physician office visit. The patient did
not receive any treatment for the event. She was recovering from the event. Information on the lot/batch
number has been requested.; Sender's Comments: Pending the limited information on clinical course, the
company does not attribute the event miscarriage to BNT162B2. The detailed document of pregnancy,
relevant risk factors, status of Hashimoto's thyroiditis are missing for a medically meaningful assessment. The
impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures
for safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety
concern identified as part of this review, as well as any appropriate action in response, will be promptly
notified to RAs, Ethics Committees, and Investigators, as appropriate.

COVID19 VACCINE

MODERNA

1087386-1

30-39 years

3 days

Patient received the Moderna COVID Vaccine on 29 January, at which time she was 7 weeks pregnant. No
other comorbities noted. On 01 February she had a miscarriage. She also received the first dose while
pregnant, first dose was given on 30 December 2020 and she was 3 weeks pregnant

COVID19 VACCINE

MODERNA

1096971-1

30-39 years

3 days

| had abdominal pain and bleeding. | suffered a miscarriage.

COVID19 VACCINE

MODERNA

1104712-1

30-39 years

3 days

Miscarriage after vaccine. | was 11 weeks pregnant. Estimated date of delivery is 9/20/21.

COVID19 VACCINE

MODERNA

1111992-1

30-39 years

3 days

| went into labor 03-02-2021 at 2:00am. | delivered my baby at 6:47am. | was 30 weeks pregnant at the time
of delivery and my baby is in NICU. At this time baby is doing fine.

COVID19 VACCINE

PFIZER\BIONTECH

0987914-1

30-39 years

3 days

Received COVID vaccine on Friday afternoon, 1/22, developed some slight abdominal cramping 1/24 and 1/25,
had severe abdominal and back pain resulting in miscarriage evening of 1/25. Estimated date of delivery:
August 27, 2020 Also had known subchorionic hematoma, diagnosed on 1/19 via ultrasound at physician's
(OBGYN) office

COVID19 VACCINE

PFIZER\BIONTECH

1011050-1

30-39 years

3 days

Positive pregnancy test 1/10/21. EDD 9/18/21 based on LMP (12/12/21). Woke up extremely dizzy and could
not get out of bed without almost falling over and very nauseated. Symptoms eventually subsided around
10:00 am. Did not have dizziness again. Had a confirmatory Ultrasound on 2/4/21 which measured 5weeks, 5
days and no yolk sac. Was supposed to be 7 weeks, 5 days. Determined that | miscarried.

COVID19 VACCINE

PFIZER\BIONTECH

1031823-1

30-39 years

3 days

The patient, who is my wife, went into preterm labor and delivered at 30 weeks and 3 days. Date of delivery
was 2/9/21. EDD was 4/17/21. My wife is a G3P2. She had a very early miscarriage in 2016. She delivered a
healthy child at 37 weeks and 3 days in 2018. During this current pregnancy, all prenatal visits, tests, and
scans were unremarkable. Based on a gross examination of the placenta and a review of all clinical data by
the patient's OBGYN, there was no obvious stimulus for the preterm labor. Fortunately, the baby is doing ok
in the NICU at hospital.

COVID19 VACCINE

PFIZER\BIONTECH

1051502-1

30-39 years

3 days

Approx 6 weeks at time of second administration with a due date of sept 28th. Would have been 3 weeks
pregnant at time of 1st injection. 3 days after second injection, | began to miscarry. This was confirmed by
declining HCG levels. Ultrasound to follow in one week.

COVID19 VACCINE

PFIZER\BIONTECH

1055663-1

30-39 years

3 days

| was 8-weeks pregnant when | received my first dose of the Pfizer COVID-19 vaccine. This first dose was
administered on Friday January 29, 2021. Three days later on Monday February 1, 2021, | was told my baby
did not have a heartbeat on the ultrasound in the clinic (confirmed by radiology that day as well) and that |
was having a miscarriage. | had no other signs or symptoms of miscarriage or illness. Pregnancy history - | do
not have any other children yet.




COVID19 VACCINE

PFIZER\BIONTECH

1070733-1

30-39 years

3 days

miscarriage; This is a spontaneous report from a contactable nurse (patient). A 30-year-old female patient
received BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE), 2nd dose on 08Jan2021 in right arm and 1st dose
on 15Dec2020 in left arm, both via intramuscular at single dose for COVID-19 immunisation. The patient
medical history was not reported. The patient previously took amoxicillin and experienced allergy.
Concomitant medication included prenatal vitamins. The patient experienced miscarriage on 11Jan2021 with
outcome of recovered. The event resulted in doctor or other healthcare professional office/clinic visit. The
mother reported she became pregnant while taking bnt162b2. The mother was 11 weeks pregnant at the
onset of the event. The mother was due to deliver on 07Aug2021. Date of LMP was 260ct2020. Therapeutic
measures were taken as a result of miscarriage included misoprostol (CYTOTEC). Information of lot/batch
number has been requested.; Sender's Comments: The limited information provided precludes a full clinical
assessment of the case. Considering the product-event temporal relationship, a causal association between
the reported 'miscarriage' and the administration of bnt162b2 cannot be completely excluded. Case will be
reassessed once with additional information. The impact of this report on the benefit/risk profile of the Pfizer
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees, and
Investigators, as appropriate.

COVID19 VACCINE

JANSSEN

1210176-1

18-29 years

4 days

Patient had miscarriage with 5 month stillborn baby

COVID19 VACCINE

PFIZER\BIONTECH

0936919-1

30-39 years

4 days

G3 P1 mother, estimated gestational age of baby = 4 weeks. On day 4 post-vaccine (1/11/21) started with
heavy bleeding and labs confirmed miscarriage.

COVID19 VACCINE

PFIZER\BIONTECH

0950091-1

30-39 years

4 days

I was 5 weeks pregnant when | got my first dose of the Pfizer covid-19 vaccine. | miscarried 4 days later. | do
not know if the vaccine contributed to my miscarriage but wanted to contribute to the existing data. | had no
other side effects or symptoms other than soreness at the injection site. There were no complications with
the miscarriage.

COVID19 VACCINE

PFIZER\BIONTECH

0955432-1

30-39 years

4 days

I had vaginal bleeding and receive a Ultra sound. Which | had a miscarriage. My estimated delivery was
August 25,2021.

COVID19 VACCINE

PFIZER\BIONTECH

0977301-1

30-39 years

4 days

Patient with underlying MS and pregnancy. Patient reported that Fever, body aches, chills, fatigue after
administration of 2nd dose. Presented to the Emergency Department / OB triage in labor 4 days later
(1.24.21) Patient is a 34 y.o. female at 37w0d with Estimated Date of Delivery: 2/14/21 who presents today
with spontaneous labor. HOSPITAL COURSE: Patient underwent an uncomplicated vaginal delivery and was
discharged home in stable condition. ESTIMATED DUE DATE: Estimated Date of Delivery: 2/14/21
GESTATIONAL AGE AT DELIVERY: 37w0d. Patient weight = 2.63 KG

COVID19 VACCINE

PFIZER\BIONTECH

0981360-1

30-39 years

4 days

Patient reported history as noted above. She relayed a coincident IVF cycle pregnancy loss. Further clinical
details unknown by this facility. Submitted for consideration of possible association and further discussion with
treating providers.

COVID19 VACCINE

PFIZER\BIONTECH

1006169-1

40-49 years

4 days

| was approximately 4 weeks pregnant at the time that | received dose #1 (12/23/20)- | was unaware of the
pregnancy. | was diagnosed with COVID on 12/28/20, but was first symptomatic on 12/24. | attributed my s/s
initially to the vaccine. | was eventually tested on 12/28/20, as my symptoms worsened and | was positive for
COVID. On 1/14/21 | received my second dose, my COVID s/s had been resolved since 1/4/21. On the evening
of 1/18/21 | started experiencing mild abdominal pain. This progressed, on the evening 1/20 the pain was no
longer tolerable. | went to the ER where | hemorrhaged and needed emergency surgery and a blood
transfusion for a miscarriage. The surgery ultimately took place in the early morning hours of 1/22/21,
followed by the blood transfusion.

COVID19 VACCINE

PFIZER\BIONTECH

1090296-1

18-29 years

4 days

Miscarriage




COVID19 VACCINE

PFIZER\BIONTECH

1114382-1

Unknown

4 days

Baby stop growing 3 days later (7 weeks 3 days per sono); Baby stop growing 3 days later (7 weeks 3 days per
sono); This is a spontaneous report from a contactable Other HCP. This Other HCP reported events for herself
and fetus. This is a fetus report. A 40-year-old mother received bnt162b2 (BNT162B2), dose 2 administered in
Arm Left on 20Feb2021 (Batch/Lot Number: EI9266) as SINGLE DOSE, dose 1 administered in Arm Left on
27Jan2021 (Batch/Lot Number: EI3248) as SINGLE DOSE for covid-19 immunisation. The mother medical history
included allergies: Shellfish. No other vaccine in four weeks. No COVID prior vaccination. Concomitant
medication included ascorbic acid, betacarotene, calcium sulfate, colecalciferol, cyanocobalamin, ferrous
fumarate, folic acid, nicotinamide, pyridoxine hydrochloride, retinol acetate, riboflavin, thiamine mononitrate,
tocopheryl acetate, zinc oxide (PRENATAL VITAMINS). The mother was pregnant. Last menstrual date:
04Jan2021. Due Date: 110ct2021. The mother was 7 weeks pregnant at time of 2nd vaccine. Baby stop
growing 3 days later (7 weeks 3 days per sono) on 24Feb2021 08:00 AM. AE resulted in: Doctor or other
healthcare professional office/clinic visit, Emergency room/department or urgent care. The patient died on
24Feb2021 08:00 AM. It was not reported if an autopsy was performed.; Sender's Comments: Based on
provided information and temporal association the reported events causal relationship with the suspect drug
cannot be excluded. However there is very limited information provided in this report. Additional information
is needed to better assess the case, including complete medical history and diagnostics workup. This case will
be reassessed upon receipt of follow-up information. The impact of this report on the benefit/risk profile of the
Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis
of aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to regulatory authorities, Ethics Committees, and
Investigators, as appropriate.,Linked Report(s) : US-PFIZER INC-2021277400 Same reporter/drug, different
patient /event (mother case); Reported Cause(s) of Death: Baby stop growing 3 days later (7 weeks 3 days per
sono); Baby stop growing 3 days later (7 weeks 3 days per sono)

COVID19 VACCINE

PFIZER\BIONTECH

1124086-1

40-49 years

4 days

Miscarriage; Heart stopped on pregnancy; This is a spontaneous report from a contactable consumer (patient).
A 42-year-old female patient received her second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot
number and expiry date were not reported), via an unspecified route of administration in the left arm on
26Feb2021 06:00 PM at a single dose for COVID-19 immunisation. The patient's medical history was not
reported. The patient had no known allergies. The patient was 8 weeks pregnant at the onset of the event.
Last menstrual date was on 01Jan2021. There were no concomitant medications in two weeks and no other
vaccine in four weeks. The patient previously received her first dose of BNT162B2 on an unspecified date at
06:00 PM in the left arm for COVID-19 immunisation. The patient had not been diagnosed with COVID prior to
vaccination. The patient experienced miscarriage and heart stopped on pregnancy on 02Mar2021 03:00 PM.
Treatment was unknown. Event resulted in doctor or other healthcare professional office/clinic visit. The
patient was due to deliver on an unknown date. The patient underwent Covid PCR test post vaccination on
04Mar2021, pending results. Outcome of the events was unknown. Information on lot/ batch has been
requested.




COVID19 VACCINE

PFIZER\BIONTECH

1255099-1

30-39 years

4 days

Chorioamnionitis due to a staph aureus infection; staph aureus infection; fever; preterm labor; My baby did
not survive; headaches; fatigue; chills; body aches; This is a spontaneous report from a contactable healthcare
professional, the patient. This 38-year-old pregnant female patient reported that she received the second
dose of BNT162b2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE, Lot Number: UNKNOWN) via unspecified route
in the left deltoid on 17Mar2021 (at the age of 38-years-old) as a single dose for COVID-19 immunization. The
patient's medical history included atopic dermatitis. The patient had allergies to ibuprofen, Aspirin, and
Nuvaring. The patient previously received the first dose of BNT162b2 (PFIZER-BIONTECH COVID-19 mRNA
VACCINE, Lot Number: EL9261) via an unspecified route in the left arm on 24Feb2021 (at the age of 38-years-
old) as a single dose for COVID-19 immunization and experienced headaches, fatigue, chills, and body aches.
The patient did not have COVID prior to the vaccination. The patient did not receive any other vaccine in four
weeks. Concomitant medication included prenatal vitamin. The patient went into preterm labor on
29Mar2021 which was 12 days after her second dose. She delivered on 30Mar2021 at 21 weeks and 5 days.
The patient was diagnosed with chorioamnioitis due to a staph aureus infection. The baby did not survive.
Leading up to the hospital admission and after her first and second vaccines, she had frequent headaches and
fatigue which she related to the vaccine. She also had chills and body aches. Event start date was reported as
21Mar2021. On admission she had a fever. The events resulted in doctor or other healthcare professional
office/clinic visit, emergency room/department or urgent care, and hospitalization. The patient was
hospitalized for 2 days. She stated that she is reporting this because she is very healthy and developed an
unusual uterine infection after the vaccine. She felt that her immune system was affected post vaccine which
may have contributed to her ability to fight off infection. The patient did not receive treatment for pre-term
labor, baby did not survive, chorioamnioitis, staph aureus infection, frequent headaches, fatigue, chills, body
aches, and fever. The clinical outcome of the events pre-term labor, baby did not survive, chorioamnioitis,
staph aureus infection, frequent headaches, fatigue, chills, body aches, and fever was unknown. The patient
was tested for COVID post vaccination with nasal swab on 30Mar2021, with test result Negative. The lot
number for the vaccine, BNT162b2, was not provided and will be requested during follow-up.; Sender's
Comments: Limited information can not support a complete medical assessment. A possible contributory role
between BNT162B2 vaccine and the reported events can not be excluded based on current available
information and temporal relationship. Case will be re-assessed upon the additional information provided.
The impact of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer
procedures for safety evaluation, including the review and analysis of aggregate data for adverse events. Any
safety concern identified as part of this review, as well as any appropriate action in response, will be
promptly notified to regulatory authorities, Ethics Committees, and Investigators, as appropriate.,Linked
Report(s) : US-PFIZER INC-2021392327 same report/patient, different dose/AE

COVID19 VACCINE

PFIZER\BIONTECH

1255216-1

30-39 years

4 days

Late-term miscarriage; This is a spontaneous report from a contactable consumer (patient). A 31-year-old
pregnant female patient received bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot Number: EN6198), via
an unspecified route of administration on 18Mar2021 as single dose for COVID-19 immunization in a hospital.
The patient's medical history was not reported. There were no concomitant medications. The patient had no
other vaccines in four weeks and no other medications in two weeks. The patient has not had COVID prior to
vaccination and has not been tested for COVID post vaccination. The patient experienced late-term
miscarriage on 22Mar2021 that required physician clinic visit and hospitalization for 1 day. The mother was
15 weeks pregnant at the onset of the event. Gestation period at exposure was not reported. Pregnancy due
date was reported to be scheduled on 07Sep2021. The pregnancy resulted in spontaneous abortion. Fetal
outcome was not reported. Therapeutic measures were taken as a result of late-term miscarriage which
includes dilation and evacuation (D&E). The outcome of the event was unknown.

COVID19 VACCINE

PFIZER\BIONTECH

1266322-1

40-49 years

4 days

patient was pregnant at time shot was given . She came in for her second dose and reported she had
miscarriage

COVID19 VACCINE

JANSSEN

1243299-1

30-39 years

5 days

| was 4 weeks and 3 days pregnant at time of Covid Vaccination. On Saturday 4/10 | began to spot lightly, and
called my doctor on Monday morning, who recommended | come in for a blood test. | received a beta HCG
blood pregnancy test Monday 4/12 and Wednesday 4/14. On Wednesday 4/14, | miscarried at 6pm.

COVID19 VACCINE

MODERNA

0967274-1

18-29 years

5 days

| was pregnant and my baby died two days after | took it and | got really sick




COVID19 VACCINE

PFIZER\BIONTECH

0943837-1

30-39 years

5 days

Approximately 5 days after administration at 6 weeks pregnant, | began bleeding. The following day (6 days
after administration) miscarriage was confirmed via ultrasound

COVID19 VACCINE

PFIZER\BIONTECH

0967169-1

18-29 years

5 days

Miscarriage? around 7 weeks pregnant at the time of vaccine, estimated delivery date was 8/19/2021

COVID19 VACCINE

PFIZER\BIONTECH

0967274-1

18-29 years

5 days

I was pregnant and my baby died two days after | took it and | got really sick

COVID19 VACCINE

PFIZER\BIONTECH

0975126-1

18-29 years

5 days

G2P0, 5w5d; The patient is calling with vaginal bleeding in pregnancy. Calling with c/o dizziness with
headache; Has a history of migraines; States she has subclinical hypothyroidism. Has tried Tylenol 500 mg for
headache that worked for a little while; She denies vomiting, but does have nausea; Will try to increase
water and protein intake; Will let us know if she gets worse/vision changes and will check in with PCP as they
wanted to do a VV if dizziness got worse. Bleeding continued into following day. Documented as likely /
threatened miscarriage.

COVID19 VACCINE

PFIZER\BIONTECH

0990450-1

30-39 years

5 days

Miscarriage after 2nd vaccine.; Miscarriage after 2nd vaccine.; Miscarriage after 2nd vaccine.; Miscarriage
after 2nd vaccine.; This is a spontaneous report from a contactable nurse reported for herself. This 33-year-old
female patient received the 2nd dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: Es1686),
via intramuscular at left arm on 11Jan2021 08:00 am at single dose for COVID-19 immunisation. Medical
history was unknown. Concomitant medications were none. The patient previously received the 1st dose of
BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: Ej1685) intramuscular at left arm on 21Dec2020
10:15 AM for COVID-19 immunisation. The patient had no known allergies. The patient had no other vaccine
in four weeks, no other medications in two weeks. The patient was pregnant. Last menstrual date was
14Dec2020. Delivery due date was 165ep2021. Gestation period was 3 weeks. The patient experienced
miscarriage on 16Jan2021 after 2nd vaccine. AE resulted in congenital anomaly or birth defect. The patient
had no COVID prior vaccination. The patient had COVID tested/nasal swab post vaccination with negative
results on 11Jan2021 and 13Jan2021. Outcome of the events was unknown.; Sender's Comments: Based on the
available information, a causal relationship between event miscarriage after the second COVID-19
vaccination and BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE) cannot be completely excluded. The impact
of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for
safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
Regulatory Authorities, Ethics Committees and Investigators, as appropriate.

COVID19 VACCINE

PFIZER\BIONTECH

1106446-1

18-29 years

5 days

20 weeks and 3 days pregnant with a girl at time of COVID vaccine, due date July 14th 2021. Anatomy scan
on 2/26/21 and everything was normal. Two prior pregnancies both healthy and carried full termin 2017 and
2019. Spontaneous preterm labor on March 6th, 2021. Resulted in baby being born and dying about an hour
and a half later due to how early she was. Labs came back normal, no signs of infection, placenta pathology
came back normal. Baby was healthy as of 2/26/21 and was born alive.




COVID19 VACCINE

PFIZER\BIONTECH

1143480-1

30-39 years

5 days

Miscarriage; spotting; This is a spontaneous report from a contactable nurse (patient). A 31-year-old female
patient received her second dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: EL3249),
intramuscular at right deltoid on 04Feb2021 at single dose for COVID-19 immunization. Medical history was
reported as none. She has no known allergies and has no COVID prior to vaccination. Concomitant medications
included folic acid, iron (PRENATAL) and fluoxetine. The patient has no other vaccine in four weeks. The patient
received her first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number: Ek9231) at the age of
31-years-old, intramuscular at right arm on 14Jan2021 at 12:30 at single dose for COVID-19 immunization. The
vaccine was administered in a hospital. The patient was pregnant, her last menstrual period was on
19Dec2020. Her expected due date is on 255ep2021 and gestational period was 7 weeks (also reported as 3).
The patient experienced miscarriage and spotting on 09Feb2021 which resulted in doctor or other healthcare
professional office/clinic visit. She was not tested for COVID post vaccination. The outcome of the events was
recovering.; Sender's Comments: Based on available information, a possible contributory role of the subject
product, BNT162B2 vaccine, cannot be excluded for the reported events of miscarriage and vaginal
hemorrhage due to temporal relationship. However, the reported events may possibly represent
intercurrent medical conditions in this patient. There is limited information provided in this report. This case
will be reassessed once additional information is available. The impact of this report on the benefit/risk
profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the
review and analysis of aggregate data for adverse events. Any safety concern identified as part of this
review, as well as any appropriate action in response, will be promptly notified to Regulatory Authorities,
Ethics Committees and Investigators, as appropriate.

COVID19 VACCINE

PFIZER\BIONTECH

1153376-1

30-39 years

5 days

Pain in arm and fatigue 1-2 days after receiving vaccination. Was 12 weeks 2 days pregnant on vaccination
date, estimated due date of 9/27/2021. Fetus confirmed healthy day prior to vaccination via ultrasound on
3/18/2021. Had routine prenatal check on 3/31/2021 and fetal heartbeat could not be found. Fetal demise
confirmed via ultrasound the same day, 3/31/2021. Estimated fetus age at demise was 13 weeks 1 day.

COVID19 VACCINE

JANSSEN

1209601-1

40-49 years

6 days

miscarriage a week after receiving Janssen vaccine

COVID19 VACCINE

JANSSEN

1230473-1

30-39 years

6 days

Patient was about 4 weeks pregnant at the time of the shot. Her due date was Dec. 13, 2021. About a week
after taking the shot, her HCG levels stopped rising, and she ultimately miscarried.

COVID19 VACCINE

MODERNA

0923743-1

30-39 years

6 days

I had a miscarriage on 01/01/2021 Estimated date of Delivery 09/7/ 2021

COVID19 VACCINE

PFIZER\BIONTECH

0917595-1

30-39 years

6 days

| was about 6 weeks pregnant when | received the vaccine on 12/26/20. | had a miscarriage on 1/1/21. |
have a pregnancy history of one prior healthy full term pregnancy in 2019.

COVID19 VACCINE

PFIZER\BIONTECH

0926723-1

30-39 years

6 days

| suffered from a miscarriage. 12 weeks along. It had been a healthy pregnancy otherwise.

COVID19 VACCINE

PFIZER\BIONTECH

0958755-1

40-49 years

6 days

Pt was 18 weeks pregnant at the time of the vaccine. Second pregnancy. Pt is a physician. Pregnancy was
entirely normal up to that time. On 1/18/2021, she began to have heavy vaginal bleeding probably due to a
placental abruption and subsequently delivered at 18 weeks. Baby was stillborn. Ultrasound done 1/15/2021
normal. Lethal event for the fetus. The patient did well.

COVID19 VACCINE

MODERNA

1016753-1

40-49 years

7 days

42yo G2P0010 at 3+6 weeks GA by LMP 1/1/2021 with EDD 10/8/2021 on day of Vaccine Dose #2 (1/28/2021),
positive urine pregnhancy test on 1/30/21. Bleeding began on 2/4/2021, and complete miscarriage occurred on
2/5-2/6.

COVID19 VACCINE

MODERNA

1032993-1

18-29 years

7 days

Reports she was vaccinated on 2/1/21, found out she was pregnant on on 2/3/21, and miscarried the
pregnancy on 2/8/21. Additionally, she was involved in a motor vehicle accident on 2/1/21, prior to her
vaccine, sustaining back pain and whiplash. Lastly, reports she began having visual changes on 2/3/21 and was
diagnosed with a detached retina on 2/10/21.

COVID19 VACCINE

MODERNA

1085314-1

40-49 years

7 days

Exactly a week after the vaccine shot, | started a very heavy menstural period. It was not time yet. 1 amon
birth control pills and | am very regular. It's been a week and | am still on a heavy period. It was so bad that
| purchased a pregnancy test because | was having a miscarriage. Test was negative.

COVID19 VACCINE

MODERNA

1155730-1

30-39 years

7 days

No real symptoms at time of vaccine. Pain after injection for two days. Pain in right hip for five days. Went in
for ultrasound on 4/1/21 at 9 weeks 4 days and found out that there was no fetal pole. Measured at 8 weeks
3 days with gestational sac and yolk sac but no embryo. Considered an embryonic pregnancy, empty sac, or
blighted ovum Approximate loss 3/24/21. Still waiting to pass tissue to fully miscarry.




COVID19 VACCINE

PFIZER\BIONTECH

1019778-1

18-29 years

7 days

Miscarriage 1 week post getting dose 1 of vaccine. Estimated due date was 08/18/2021. Previous pregnancy
history is 3 pregnancies, with 3 full term live births, no complications.

COVID19 VACCINE

PFIZER\BIONTECH

1054987-1

30-39 years

7 days

Pregnancy history: 1 previous pregnancy with healthy full term vaginal delivery. No complications. Estimated
due date: Sept, 23, 2021. Symptoms: vaginal bleeding starting Jan 26th. Progressing to miscarriage on
1/29/21

COVID19 VACCINE

PFIZER\BIONTECH

1124657-1

30-39 years

7 days

Received 2nd dose of covid vaccine at 11 weeks, 6 days. Had follow up normal ultrasound at 12 weeks, 2 days.
Missed miscarriage noted at 15 weeks, 1 day. Last measurement of baby noted to be 12 weeks, 6 days.
Closely monitored during first trimester with no abnormalities noted. Normal ultrasound at 12 weeks, several
days after baby stopped growing with fetal demise at some point there after

COVID19 VACCINE

PFIZER\BIONTECH

1173008-1

40-49 years

7 days

| had a miscarriage on 4/2 estimated and my estimated date of delivery 11/7/2021.

COVID19 VACCINE

MODERNA

0941086-1

30-39 years

8 days

Miscarriage

COVID19 VACCINE

MODERNA

1096757-1

30-39 years

8 days

Patient received her Covid 19 vaccines on 1/6/21 and 2/3/21. On 3/3/21 at her routine prenatal visit, she was
diagnosed with an intrauterine fetal demise. Based on the fetal measurements, the demise happened at 17-
18 weeks of gestation, which would be sometime between 2/6/21 and 2/13/21. Medically, | don't suspect that
the demise is related to the vaccine, but for the sake of accurate tracking, | feel compelled to report the
sequence of events.

COVID19 VACCINE

PFIZER\BIONTECH

0959645-1

18-29 years

8 days

| started having cramps Friday night and Saturday morning | started bleeding, by Saturday evening | was
passing clots and tissue. ER doctor and nurses did tests and found | was having a miscarriage.

COVID19 VACCINE

PFIZER\BIONTECH

1099293-1

30-39 years

8 days

| was between 4-5 weeks pregnant at the time of my 2nd Pfizer shot and miscarried 8 days after receiving the
shot. | understand it is a possible coincidence however wanted to report seeing that | already carried a full
healthy pregnancy to termin 2019.

COVID19 VACCINE

PFIZER\BIONTECH

1175159-1

30-39 years

8 days

miscarriage/spontaneous abortion; This is a spontaneous report from a contactable nurse. A 31-year-old
female patient received the second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE), intramuscular,
administered in Arm Right on 17Feb2021 15:30 (Batch/Lot Number: EN6201) as SINGLE DOSE for covid-19
immunisation. Medical history included ongoing herpes simplex 2 and sulfa allergy. Patient previously
received the first dose of bnt162b2 for covid-19 immunisation. Concomitant medication included acyclovir)
taken for an unspecified indication, start and stop date were not reported. The mother was 7 Weeks pregnant
at the onset of the event. The patient experienced miscarriage/spontaneous abortion on 25Feb2021 16:45.
The patient was supposedly due to deliver on 180ct2021. The with outcome of event was recovered with
sequelae. No follow-up attempts are possible, information about batch/lot number has already been
obtained.

COVID19 VACCINE

PFIZER\BIONTECH

1212515-1

30-39 years

8 days

Patient was pregnant. Had a viable pregnancy confirmed on 3/17/2021 with a 9wk gestation fetus and +
cardiac activity and no abnormalities noted. Patient returned for prenatal visit on 4/14/21 and was confirmed
to have had a miscarriage with no cardiac activity noted and a fetus measuring 12wks 0 days gestation.




COVID19 VACCINE

PFIZER\BIONTECH

1284748-1

30-39 years

8 days

Cervical insufficiency in pregnancy resulting in loss of pregnancy; Cervical insufficiency in pregnancy resulting
in loss of pregnancy; This is a spontaneous report from a contactable healthcare professional (patient). A 31-
year-old female patient received her first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot
number: EM9810) at the age of 31-years-old, via an unspecified route of administration in left arm on
23Feb2021 at 08:15 at single dose for COVID-19 immunization. The patient's medical history and concomitant
medications were reported as none. She has no COVID prior to vaccination, no other vaccines in four weeks,
and no other medications in two weeks. The patient was pregnant. Her last menstrual date was on
110ct2020. Her delivery date is on 18Jul2021. The patient received her COVID-19 vaccine in a hospital. She
experienced cervical insufficiency in pregnancy resulting in loss of pregnancy on 03Mar2021 at 15:00. The
events resulted in doctor or other healthcare professional office/clinic visit, emergency room/department or
urgent care, and hospitalization from 2021 to 2021 for 1 day. There was no treatment given in response to
the events. She was not tested got COVID post vaccination. She received her second dose of BNT162B2
(PFIZER-BIONTECH COVID-19 VACCINE, lot number: EN6205) at the age of 31-years-old, via an unspecified
route of administration in right arm on 16Mar2021 at single dose for COVID-19 immunization. The outcome of
the events was unknown.; Sender's Comments: The information available is limited. The etiology for the
reported events could be multifactorial in nature. However until more information is available the
contributory role of the suspect product BNT162B2 cannot be completely ruled out based on the potential
temporal association noted. This case will be updated when more information is available.The impact of this
report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for safety
evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
RAs, Ethics Committees, and Investigators, as appropriate.

COVID19 VACCINE

JANSSEN

1220313-1

18-29 years

9 days

Spontaneous Abortion. Miscarriage started on it's own at home. Bleeding lasted 14 days, then turned to
excessive hemorrhaging and ended up getting an emergency D&C. Was 10 weeks pregnant at time of
miscarriage. EDD was 10/23/2021.

COVID19 VACCINE

MODERNA

0947745-1

30-39 years

9 days

When this individual received her Moderna Covid-19 vaccine (Dose #1) on 12-29-2020 she did not know her
pregnancy status. She did not think she was pregnant. On Thursday 1-7-2021 around 4 AM she started
experiencing severe abdominal pain. She did not go to work that day but did go in on Friday 1-8-2021. On
Saturday 1-9-2021 she woke up with significant vaginal bleeding. On Monday 1-11-2021 she went to the
OB/GYN and there she had a positive pregnancy test. The diagnosis of miscarriage was made at that time. A
couple of days later, a repeat pregnancy test resulted in a negative reading.

COVID19 VACCINE

MODERNA

1082396-1

30-39 years

9 days

Patient suffered a miscarriage about 9 days after getting a covid vaccine.

COVID19 VACCINE

MODERNA

1089690-1

40-49 years

9 days

Miscarriage

COVID19 VACCINE

MODERNA

1176890-1

30-39 years

9 days

Miscarriage of baby at 20 weeks and 3 days of gestation. Preterm labor. Due date was August 6, 2021. Baby
was surgically removed on March 22, 2021.

COVID19 VACCINE

PFIZER\BIONTECH

0949729-1

18-29 years

9 days

Miscarriage. Expected due date in August 2021. No prior pregnancy history.

COVID19 VACCINE

PFIZER\BIONTECH

1028368-1

30-39 years

9 days

Miscarriage in first trimester. First dose received 12/22/2020 Conception date 01/03/2021 Second dose
01/27/2021 Miscarriage started 02/03/2021 First pregnancy. No other medical problems or pregnancy risks.

COVID19 VACCINE

PFIZER\BIONTECH

1074467-1

30-39 years

9 days

Pregnancy loss: estimated due date was September 22, 2021. The only symptoms | experienced were pelvic
cramping and chills. | did not have a fever. | received both doses during pregnancy. There is no explanation for
the loss of the pregnancy. The baby showed as healthy and normal with a strong heartbeat on Feb 5 and the
baby stopped growing and the heart stopped beating on Feb 6.

COVID19 VACCINE

JANSSEN

1145902-1

40-49 years

10-14 days

spontaneous abortion at approximately 8 weeks gestation, 10 days after vaccine administration

COVID19 VACCINE

JANSSEN

1146214-1

18-29 years

10-14 days

Was 5 weeks pregnant at time of vaccine with strong HCG levels, approximately 2 weeks after vaccination
patient suffered a miscarriage. Vaginal bleeding, cramping and passed large clots including a sac like tissue.

COVID19 VACCINE

JANSSEN

1215397-1

18-29 years

10-14 days

4/1/2021 patient received JNJ Vaccine 4/12/2021 Miscarriage was confirmed on Ultrasound done by and also
Right Pelvic vein thrombosis seen. 4/13/2021 Patient placed on Anticoagulation.

COVID19 VACCINE

MODERNA

0960019-1

30-39 years

10-14 days

miscarriage, estimated 5 weeks




COVID19 VACCINE

MODERNA

0985511-1

30-39 years

10-14 days

1/4 - RECEIVED MODERNA VACCINE, PREGNANCY TEST CAME OUT NEGATIVE. 1/8 - PREGNANCY TEST CAME
OUT POSITIVE 1/18 - HAD MISCARRIAGE, SAW TISSUE, NEGATIVE PREGNANCY HOME TEST, NEGATIVE HCT

COVID19 VACCINE

MODERNA

1038096-1

30-39 years

10-14 days

Pt is G1PO. At the time she received the vaccine on 1/26/21 she was 13 weeks pregnant. She had normal 1st
trimester ultrasound and normal prenatal labs. Her EDD is August 5, 2021. On 2/9/21 she had a spontaneous
miscarriage. No subsequent complications. No history of drug or alcohol abuse. No s/sx of other causes of a
early 2nd trimester miscarriage. Of note the 1st trimester genetic testing was unable to be performed due to
low fetal free cell DNA when she was at 10w. We were in the process of repeating the labs when the
miscarriage happened. No history of COVID infection, no s/sx of COVID infection at the time of the miscarriage
or subsequently. She was not tested.

COVID19 VACCINE

MODERNA

1038516-1

30-39 years

10-14 days

Patient received the vaccine on 1/21 she presented for her first OB US on 2/4 and pregnancy was found to be
nonviable; Patient has D&C scheduled for next week and more information will be available at that time

COVID19 VACCINE

MODERNA

1103353-1

30-39 years

10-14 days

Miscarriage 2 weeks after receiving the first dose (March 1, 2021). Baby had a heart beat, then slowly died.
Ultra Sound Showing Fetal Bradycardia on 2/26/21.

COVID19 VACCINE

MODERNA

1107944-1

30-39 years

10-14 days

After Dosel | was 10 weeks pregnant went to doctor for sonogram. | went to doctor heart rate 160 doctor
stated everything was fine | could start telling everyone | wa pregnant. On 2/5 | started having a miscarriage
the fetus was 12 weeks. My blood work was good no abnormalities from the enzymes.(estimated of delivery
8/17/2021)

COVID19 VACCINE

PFIZER\BIONTECH

0922289-1

30-39 years

10-14 days

| suffered a miscarriage on 12/31/2020. | was at 5 weeks gestation. This was my first pregnancy. | had uterine
bleeding and abdominal cramps on 12/31/2020 and underwent evaluation by my Obstetrician and was
diagnosed with a miscarriage after ultrasound.

COVID19 VACCINE

PFIZER\BIONTECH

0985993-1

30-39 years

10-14 days

Previously G1P1, delivered normal healthy baby July 20, 2020. Second pregnancy conception 12/15/2020.
First vaccine dose 12/22/2020. Vaginal bleeding started 1/2/2021 and tapered down 1/4/2021. Light bleeding
continued 1/4/2021 - 1/18/2021. Second vaccine dose administered 1/12/2021. Bleeding increased from
light/none to medium flow on 1/19/2021 - 1/22/2021. Home urine pregnancy tests positive x 2 on 1/22/2021.
HCG 56 mIU/mL and progesterone 0.5 ng/mL on 1/22/2021. HCG 17 mlU/mL and progesterone <0.5 ng/mL on
1/25/2021. Bleeding decreased to light flow 1/22-1/25 and gone 1/26/2021. Dr. diagnosed as early pregnancy
loss/miscarriage.

COVID19 VACCINE

PFIZER\BIONTECH

0988935-1

30-39 years

10-14 days

Became pregnant 12/17/20 and miscarried at gestational age of 6 weeks. Received first vaccine dose on
12/31/20 Received second dose on 1/19/21 Began to miscarry on 1/30/21

COVID19 VACCINE

PFIZER\BIONTECH

0995875-1

30-39 years

10-14 days

Miscarriage Estimated date of delivery 09/12/2021 | was give IV fluids

COVID19 VACCINE

PFIZER\BIONTECH

0995949-1

30-39 years

10-14 days

Miscarriage reported

COVID19 VACCINE

PFIZER\BIONTECH

1010113-1

18-29 years

10-14 days

Miscarriage - first vaccine at 10 weeks and 3 days with prior proof of heartbeat/movement, second vaccine at
13 weeks and 3 days; learned of miscarriage at 14 weeks 3 days with measurements of 12 weeks 3 days on
U/sS




COVID19 VACCINE

PFIZER\BIONTECH

1015666-1

30-39 years

10-14 days

patient was pregnant while taking BNT162B2; patient was pregnant while taking BNT162B2; Miscarriage 11
days post vaccine; This is a spontaneous report from a contactable Nurse. A 39-year-old female nurse reported
that she received first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 mRNA VACCINE; Lot number EL0142),
into the left arm on 28Dec2020 at 07:30 AM at single dose for COVID-19 immunization. Medical history
included asthma and eosinophilic esophagitis and allergies to Keflex ASA. Concomitant drugs were none. At
the time of vaccination the patient was pregnant, her last menstrual date was on 20Nov2020, gestational
period 6. The patient reported that on 08/an2021 at 12:00 PM she had miscarriage 11 days post vaccine. The
patient was seen at Doctor or other healthcare professional office/clinic visit. At the time of reporting the
patient was recovering.; Sender's Comments: Based on temporal association, a possible contributory role of
BNT162B2 cannot be completely excluded for reported miscarriage. However, information is limited, and
miscarriage is multifactorial event. In the general population, the estimated background risk of miscarriage in
clinically recognized pregnancies is 15% to 20%. The impact of this report on the benefit/risk profile of the
Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis
of aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and
Investigators, as appropriate.

COVID19 VACCINE

PFIZER\BIONTECH

1064123-1

40-49 years

10-14 days

Fetal demise sometime between 15-18 weeks based on ultrasound findings. EDC 7/30/2021

COVID19 VACCINE

PFIZER\BIONTECH

1064425-1

40-49 years

10-14 days

| was about 9 weeks pregnant with no complications at the time of my second vaccination. Estimated due
date was 08/24/2021. | began bleeding and cramping and having headaches approximately 10 days after my
second dose. | sought medical attention and was told that my baby no longer had a heart beat and that
growth (based on ultrasound) had stopped around the 9 week mark. | had medical assistance to physically
miscarry the deceased fetus. | have one healthy living son (2 years, 4 months old) who was delivered without
complications naturally.

COVID19 VACCINE

PFIZER\BIONTECH

1098641-1

18-29 years

10-14 days

The patient began having vaginal bleeding and contractions on 3/11/21 at 24 weeks 6 days and presented to
labor and delivery in preterm labor. We were able to delay delivery for about 24 hours but she did deliver at
25 weeks 0 days. Earlier in her pregnancy she had some vaginal spotting (last time was on 1/15/21 and her
cervix was closed on sonogram). In her first trimester she had significant hyperemesis treated with
medication and IV fluids but this resolved after the first trimester.

COVID19 VACCINE

PFIZER\BIONTECH

1135569-1

30-39 years

10-14 days

Early miscarriage; This is a spontaneous report from a contactable other health care professional (Patient). A
30-year-old female patient (pregnant, last menstrual date 19Jan2021, Delivery date: 260ct2021, Gestational
period 4 weeks) received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE, lot number
EL9269), via an unspecified route of administration on right arm on 19Feb2021 at 15:15 at the age of 30 years
old at a single dose for COVID-19 immunisation at hospital. The patient's medical history included rheumatoid
arthritis. There were no known allergies. Concomitant medications included prenatal vitamin. The patient did
not receive any other vaccines within 4 weeks prior to the COVID vaccine. The patient received other
medications within 2 weeks of vaccination. The patient experienced early miscarriage on 01Mar2021. No
treatment was received in response to the adverse event. The patient was not diagnosed with COVID-19
prior to vaccination. Since the vaccination, patient was not tested for COVID-19. The patient was recovering
from the event. No follow-up attempts are possible. No further information is expected.; Sender's Comments:
Pending the limited information on clinical course, the company does not attribute the event early
miscarriage to BNT162B2. The detailed document of pregnancy, relevant risk factors, status of rheumatoid
arthritis are missing for a medically meaningful assessment. The impact of this report on the benefit/risk
profile of the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the
review and analysis of aggregate data for adverse events. Any safety concern identified as part of this
review, as well as any appropriate action in response, will be promptly notified to RAs, Ethics Committees,
and Investigators, as appropriate.

COVID19 VACCINE

PFIZER\BIONTECH

1138287-1

30-39 years

10-14 days

Pregnancy- about 27 weeks- estimated delivery= 06/19/2021 On 03/17/2021 around 9pm cst i actually noticed
very little to no movement went to labor triage on 03/18/2021 around 9am- baby has demised and on 03/19
/2021 i was induced and 03/20/2021 a 11am cst. baby born stillbirth at 2.05Ibs and 14.5 inches long




COVID19 VACCINE

PFIZER\BIONTECH

1155390-1

30-39 years

10-14 days

Patient received her first Pfizer covid vaccine two weeks prior to presenting to her OB office with complaints
of decreased fetal movement. Patient was taken to emergency C-section due to decreased fetal heart tones.
Baby had apgars of 0 at delivery and ultimately fetal demise. Patient was G3P2002, 34 weeks pregnant. Baby
birth weight: 2490 grams. Previously uncomplicated pregnancy.

COVID19 VACCINE

PFIZER\BIONTECH

1240248-1

30-39 years

10-14 days

Miscarriage at approximately 11 weeks 2 days. 1st pregnancy. Estimated due date Oct 7, 2021.

COVID19 VACCINE

PFIZER\BIONTECH

1240260-1

30-39 years

10-14 days

Miscarriage at the 11th week of pregnancy. 1st pregnancy; no previous pregnancies, miscarriages or
abortions. Estimated due date Oct 7, 2021.

COVID19 VACCINE

PFIZER\BIONTECH

1054826-1

30-39 years

Over 120 days

Premature infant born at hospital after premature labor was found to have injured brain tissue (PVL) on
cranial ultrasound after delivery. Timing of the injury coincides with maternal clinical illness after second
Covid vaccine, about two weeks prior to delivery. The mother and father asked me whether the Covid vaccine
could have contributed to the brain injury. | reassured them that the Covid vaccine is felt to be safe during
pregnancy, but that | would report the concern.

COVID19 VACCINE

JANSSEN

1137248-1

30-39 years

15-30 days

| had a miscarriage on 3/23/2021 at 6.4 weeks pregnant. | received the vaccine when | was about 4 weeks
pregnant. My estimated due date was Nov. 13, 2021. | went to the doctor to get blood drawn to test
progesterone and HGC levels. That evening, | miscarried. We are doing testing to see what may have caused
the miscarriage but | have not had a miscarriage in the past. On Sept 9, 2020 | experienced a chromosomal
stillbirth of a baby boy. His death was due to triploidy which is a fatal chromosomal abnormality.

COVID19 VACCINE

JANSSEN

1210781-1

18-29 years

15-30 days

Had a early pregnancy loss at 7th week gestation, Spontaneous abortion, Having regular check ups and follow
up with the doctors

COVID19 VACCINE

JANSSEN

1247382-1

18-29 years

15-30 days

Had a miscarriage (due date was 12/02/21) Have had high blood pressure which required er visit since
getting vaccine

COVID19 VACCINE

JANSSEN

1264894-1

30-39 years

15-30 days

Early Miscarriage after vaccine. About 5 weeks pregnant when miscarriage happened.

COVID19 VACCINE

JANSSEN

1283215-1

18-29 years

15-30 days

I (unknowingly at the time) was pregnant at the time of my vaccine administration. | didn?t find out until a
week or 2 later. My estimate due date was 12/26/2021. | did end up miscarrying this pregnancy on
4/22/2021.

COVID19 VACCINE

MODERNA

0966887-1

30-39 years

15-30 days

Miscarried at 7.5 weeks between vaccination #1 and #2. | do not believe the vaccine was a cause, however, it
was recommended to report just in case. This was a second pregnancy, first miscarriage. EDD was 9-1-2021.
First pregnancy was uncomplicated. Pregnancy tests were negative prior to receiving the first vaccine and
then turned positive on 12-29-2020 (5 days after getting first vaccine.)

COVID19 VACCINE

MODERNA

0970929-1

30-39 years

15-30 days

A miscarriage was determined on 1/18/2021. There is no history of miscarriages.

COVID19 VACCINE

MODERNA

0975155-1

18-29 years

15-30 days

LMP was 12/15/2020. Vaccine given on 12/22/2020. 3 positive pregnancy tests on 01/16/2021. Miscarried on
01/20/2021 as confirmed by serial quantitative hcg testing. Estimated 4-5WGA. Expectant management at
home only

COVID19 VACCINE

MODERNA

0995325-1

30-39 years

15-30 days

I took an at-home pregnancy test on 1/26/21 and 1/27/21 after a missed period of which both were positive.
On Saturday 1/30/21, | began to have heavy bleeding of which lasted through the weekend. | also
experienced cramping and low back pain. On 2/1/21 | had an Hcg lab value of 3.5 confirming | had miscarried.
This has lasted through 2/2/21.

COVID19 VACCINE

MODERNA

1033412-1

30-39 years

15-30 days

20 weeks gestation at time of vaccine administration. Saw OB that morning (1/12/21), normal exam and fetal
heart rate. Normal anatomy scan 1/8/21, normal genetic screening. Fetal demise noted at 24 week OB visit
on 2/9/21, stillborn baby delivered 2/12/21.

COVID19 VACCINE

MODERNA

1033516-1

30-39 years

15-30 days

At the time of administration of the first does of Moderna vaccine, | was 6 weeks pregnant. | had confirmed
pregnancy with home positive test and missed period. | had an estimated due date of 9/24/2021. This was my
4th pregnancy. | have had two uncomplicated pregnancies to term. In September 2020 experienced a chemical
pregnancy with early pregnancy loss at 5 weeks. The first 24 hours after 1st dose of vaccine | experienced
extreme arm soreness in the arm that was vaccinated, causing headache and unable to sleep. After 24 hours
| felt ""normal™. 2 weeks and 3 days following the first dose of Moderna, | had a miscarriage. On the night of
2/15/21 | lost the pregnancy with vaginal bleeding, bright red blood, passing tissue, clots/ sac. | had an
uneventful pregnancy up to that point, feeling well as | had with prior pregnancies.""




Miscarriage at 8 weeks of pregnancy, 2/14/21. Tissue passed naturally without medical intervention.
Hormone levels dropped without concern. The week prior to miscarriage sharp sporadic headaches (migraine-

COVID19 VACCINE MODERNA 1047157-1 18-29 years 15-30 days
like but only lasting a few minutes at a time and coming frequently) started, and have continued daily
through today (2/22/21)
COVID19 VACCINE MODERNA 1058924-1 30-39 years 15-30 days |Two weeks after the vaccine | had a miscarriage.
1st vaccine: December 31 2020 2nd vaccine: January 28, 2021 Positive pregnancy test January 29 (2 positive
COVID19 VACCINE MODERNA 1060131-1 30-39 years 15-30 days |tests onJanuary 29, and 2 positive pregnancy tests on January 30) Estimated Due date October 8, 2021
Miscarriage on February 15, 2021
At 5 weeks, 5 days pregnant | received the 1st Covid-19 dose. | started bleeding the evening of Feb. 7, 2021.
COVID19 VACCINE MODERNA 1060779-1 30-39 years 15-30 days |The bleeding continued to increase. | visited the Emergency Department on Feb. 10, 2021 and learned my
baby had died around 7 weeks into the pregnancy.
Saw OB on Jan 4 and there was a strong heartbeat and no defects or problems noted in any bloodwork up to
COVID19 VACCINE MODERNA 1063163-1 30-39 years 15-30 days  [that point in the pregnancy. Received my second vaccine on Jan 19. On Feb 3 | went to my next ultrasound
appointment and was told that the baby had no heartbeat. It was estimated that the baby had likely passed
a couple weeks prior but | am not certain of the timeline in regards to receiving the second vaccine.
COVID19 VACCINE MODERNA 1065703-1 30-39 years 15-30 days |Miscarriage at approximately 7 weeks pregnant
COVID19 VACCINE MODERNA 10697931 1829 years 15-30 days 1/8 vaccination HA went away after a week bleeding in between vaccinations ultra sounds weekly, blood
work 1st went to ER, 2nd bleeding episode went to PCM for same day visit 2/2 miscarriage, D&C
COVID19 VACCINE MODERNA 1069850-1 3039 years 15-30 days LMP 1/10/2021. Moderna vaccine #2 1/20/2021. Positive pregnancy test 2/2/2021. Confirmed loss by US
2/13/2021 and decreasing quant. D&C 2/19/2021
This was an IVF pregnancy. My 2nd pregnancy. | got my first positive pregnancy test on Jan. 27th at exactly
COVID19 VACCINE MODERNA 1073958-1 3039 years 15-30 days 4 weeks pregnant. | received my first vaccine at 4 weeks 4 days. | then went in for my first ultrasound at 6
weeks 5 days. The doctor told me the baby wasn?t developed normally and a miscarriage had already
started. | believe the gestational sac measured about 5 weeks 3 days.
COVID19 VACCINE MODERNA 10812031 3039 years 15-30 days Patier.1t had LMP. on 1/.12/21, so was most likely early pr.egnant at the time. of her first vaccine. She then
experienced a miscarriage on 3/1/21. She was assessed in the ER and then in our OBGYN office.
COVID19 VACCINE MODERNA 1090818-1 3039 years 1530 days My last period.was J.an 7, 2021. Received Vaccine, dose 2 on 1/25/21 (1 did not know | was pregnant at that
time). Had a miscarriage and lost baby Feb 18-21
| experienced a miscarriage on February 27th, 2021. | was approximately 10 weeks pregnant when |
COVID19 VACCINE MODERNA 1094454-1 30-39 years 15-30 days |experienced the miscarriage. It was accompanied by severe pain/cramps in the abdomen and lower back.
Expected delivery would have been in September 2021. This was my first pregnancy.
After my second dose | had a miscarriage but it was identified on 02/22/2021, | was 11 weeks pregnant and |
COVID19 VACCINE MODERNA 1096812-1 30-39 years 15-30 days |had no complications with my pregnancy, Before my 1st dose my platelet blood count was at 400 then after
my 1st dose it went to 538.
COVID19 VACCINE MODERNA 10978331 3039 years 15-30 days I had an IUI performed my my OB on 2/1/2021 and received the 2nd dose of the COVID vaccine on 2/4/2021. |

found out | was pregnant on 2/15/2021 and found out | was miscarrying on 2/26/2021.




COVID19 VACCINE

MODERNA

1206919-1

30-39 years

15-30 days

spontaneous miscarriage; conceived following second dose; This spontaneous case was reported by a
pharmacist (subsequently medically confirmed) and describes the occurrence of ABORTION SPONTANEOUS
(spontaneous miscarriage) in a 39-year-old female patient who received mRNA-1273 (Moderna COVID-19
Vaccine) (batch nos. 039K20A and 023M20A) for COVID-19 vaccination. The occurrence of additional non-
serious events is detailed below. The patient's past medical history included Pregnancy loss (first trimester
loss) on 01-Jun-2013 and Pregnancy loss (first trimester loss) on 23-Sep-2019. Concurrent medical conditions
included Anxiety disorder, Drug allergy (sulfa), Drug allergy (cephalosporins) and Drug allergy (codeine).
Concomitant products included MINERALS NOS, VITAMINS NOS (PRENATAL VITAMINS [MINERALS
NOS;VITAMINS NOS]), VITAMIN D [VITAMIN D NOS], DOCOSAHEXAENOIC ACID (DHA), BIFIDOBACTERIUM
BIFIDUM, BIFIDOBACTERIUM LONGUM, LACTOBACILLUS ACIDOPHILUS, LACTOBACILLUS RHAMNOSUS
(PROBIOTIC BLEND), LORATADINE and MAGNESIUM for an unknown indication. On 19-Jan-2021 at 11:20 AM,
the patient received first dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On
18-Feb-2021 at 11:10 AM, received second dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular)
dosage was changed to 1 dosage form. On 13-Feb-2021, the patient experienced PREGNANCY (conceived
following second dose). On 06-Mar-2021, the patient experienced ABORTION SPONTANEOQUS (spontaneous
miscarriage) (seriousness criterion medically significant). On 06-Mar-2021, PREGNANCY (conceived following
second dose) had resolved. At the time of the report, ABORTION SPONTANEOQUS (spontaneous miscarriage)
had resolved.  DIAGNOSTIC RESULTS (normal ranges are provided in parenthesis if available): On 26-Feb-
2021, Pregnancy test: positive (Positive) positive. mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular)
dosing remained unchanged. For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did
not provide any causality assessments. Date of last menstrual period was 29Jan2021 This spontaneous case
was reported by a pharmacist (subsequently medically confirmed) and describes the occurrence of ABORTION
SPONTANEOUS (spontaneous miscarriage) in a 39-year-old female patient who received mRNA-1273 (Moderna
COVID-19 Vaccine) (batch nos. 039K20A and 023M20A) for COVID-19 vaccination. The occurrence of additional
non-serious events is detailed below. The patient's past medical history included Pregnancy loss (first
trimester loss) on 01-Jun-2013 and Pregnancy loss (first trimester loss) on 23-Sep-2019. Concurrent medical
conditions included Anxiety disorder and Drug allergy (sulfa, cephalosporins, codeine). Concomitant products
included MINERALS NOS, VITAMINS NOS (PRENATAL VITAMINS [MINERALS NOS;VITAMINS NOS]), VITAMIN D
[VITAMIN D NOS], DOCOSAHEXAENOIC ACID (DHA), BIFIDOBACTERIUM BIFIDUM, BIFIDOBACTERIUM LONGUM,
LACTOBACILLUS ACIDOPHILUS, LACTOBACILLUS RHAMNOSUS (PROBIOTIC BLEND), LORATADINE and
MAGNESIUM for an unknown indication. On 19-Jan-2021 at 11:20 AM, the patient received first dose of
MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 18-Feb-2021 at 11:10 AM,
received second dose of MRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1
dosage form. On 13-Feb-2021, the patient experienced PREGNANCY (conceived following second dose). On 06-
Mar-2021, the patient experienced ABORTION SPONTANEOUS (spontaneous miscarriage) (seriousness criterion




COVID19 VACCINE

MODERNA

1235494-1

18-29 years

15-30 days

pain in arm; Miscarried; No fetal heartbeat.; Menstrual bleeding; Pregnant; General sick and tired feeling; Did
not want to get out of bed; Pretty tired; Headache; This spontaneous prospective pregnancy case was
reported by a consumer and describes the occurrence of ABORTION SPONTANEOUS (Miscarried) in a 25-year-
old female patient (gravida 1, para 1) who received mRNA-1273 (Moderna COVID-19 Vaccine) for COVID-19
vaccination. The occurrence of additional non-serious events is detailed below. The patient's past medical
history included Anxiety on 01-Jan-2010. Concomitant products included FLUOXETINE for Anxiety, PRENATAL
VITAMINS [ASCORBIC ACID;BETACAROTENE;CALCIUM SULFATE;COLECALCIFEROL,CYANOCOBALAMIN;FERROUS
FUMARATE;FOLIC ACID;NICOTINAMIDE;PYRIDOXINE HYDROCHLORIDE;RETINOL
ACETATE;RIBOFLAVIN;THIAMINE MONONITRATE; TOCOPHERYL ACETATE;ZINC OXIDE] for Pregnancy,
MISOPROSTOL (CYTOTEC) for an unknown indication. On 12-Feb-2021, the patient received first dose of mRNA
1273 (Moderna COVID-19 Vaccine) (Intramuscular) 1 dosage form. On 12-Mar-2021, received second dose of
mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular) dosage was changed to 1 dosage form. The patient's
last menstrual period was on an unknown date and the estimated date of delivery was 15-Nov-2021. On 12-
Mar-2021, the patient experienced EXPOSURE DURING PREGNANCY (Pregnant). 12-Mar-2021, the patient
experienced MALAISE (General sick and tired feeling), FEELING ABNORMAL (Did not want to get out of bed),
FATIGUE (Pretty tired) and HEADACHE (Headache). On 22-Mar-2021, the patient experienced VAGINAL
HAEMORRHAGE (Menstrual bleeding). On 01-Apr-2021, the patient experienced FOETAL GROWTH
ABNORMALITY (Baby had not grown). On 09-Apr-2021, the patient experienced ABORTION SPONTANEOUS
(Miscarried) (seriousness criterion medically significant), FOETAL HEART RATE ABNORMAL (No fetal heartbeat.)
and HEREDITARY DISORDER (Genetic issue). On 12-Mar-2021, EXPOSURE DURING PREGNANCY (Pregnant) had
resolved. On 09-Apr-2021, ABORTION SPONTANEOUS (Miscarried), FOETAL GROWTH ABNORMALITY (Baby had
not grown) and FOETAL HEART RATE ABNORMAL (No fetal heartbeat.) had resolved. At the time of the report,
VAGINAL HAEMORRHAGE (Menstrual bleeding), MALAISE (General sick and tired feeling), FEELING
ABNORMAL (Did not want to get out of bed), HEREDITARY DISORDER (Genetic issue), FATIGUE (Pretty tired)
and HEADACHE (Headache) outcome was unknown. ~ DIAGNOSTIC RESULTS (normal ranges are provided in
parenthesis if available): On 25-Mar-2021, Ultrasound foetal abnormal: abnormal (abnormal) Had some
bleeding and found out it was subchorionic hemorrhage. Bleeding is in another part of the uterus where is
baby is not. On 01-Apr-2021, Ultrasound scan: abnormal (abnormal) Saw baby heartbeat but was informed
baby had not grown.  For mRNA-1273 (Moderna COVID-19 Vaccine) (Intramuscular), the reporter did not
provide any causality assessments. Treatment information provided mentioned ultrasound and cytotec.
Action taken with mRNA-1273 in response to the event was not applicable as patient took both doses of the
vaccine. Patient reported that she does not blame Moderna, as her OB feels the miscarriage was related to a
""geneticissue. This case was linked to MOD-2021-060699 (Patient Link). Most recent FOLLOW-UP
information incorporated above includes: On 13-Apr-2021: Patient updated AE and mentions fetal
complications resulting in miscarriage. Events and outcome of case thus updated with new information.;

COVID19 VACCINE

MODERNA

1236339-1

30-39 years

15-30 days

LMP 2/10/2021. Estimated due date 11/17/2021. Received vaccine on 3/23/2021. During initial prenatal visit
4/1/2021 there was no reported heartbeat and baby was measuring later than calculated based on LMP. On
next appointment 4/8/2021 heartbeat was found and baby was estimated to be due on 11/21/2021. On follow
up appointment 4/15/2021 baby no longer had heartbeat based on measurement was due 11/21/2021.
Doctor noted a missed miscarriage on 4/15/2021. On appointment 4/19/2021 still no heartbeat and no
growth. D&C took place 4/21/2021.

COVID19 VACCINE

PFIZER\BIONTECH

0928892-1

30-39 years

15-30 days

| was approximately six weeks pregnant at time of my first vaccine. At subsequent OB visit three weeks later |
had miscarried. It may not be related to the vaccine at all, but given this is a new vaccine and not studied in
pregnant women | thought it was best to report it.

COVID19 VACCINE

PFIZER\BIONTECH

0953737-1

30-39 years

15-30 days

3 weeks pregnant at time of first dose on 12/21/2020. Due date would have been 09/09/2021. Miscarriage on
01/14/2021 at 6 weeks.

COVID19 VACCINE

PFIZER\BIONTECH

0970490-1

30-39 years

15-30 days

Miscarriage

COVID19 VACCINE

PFIZER\BIONTECH

0979951-1

40-49 years

15-30 days

| was about 3 weeks pregnant at time of vaccination (Due date 9/3/2021). | experienced spontaneous abortion
at 6 weeks gestation. Uncomplicated, no doctors visits or hospitalization required (though | am a physician so
tracked HCG levels throughout). G3P1, one prior missed spontaneous abortion 2017, one live birth 2019.




COVID19 VACCINE

PFIZER\BIONTECH

1007832-1

18-29 years

15-30 days

| developed swelling and hives over 75% of my body and was given a shot of Epi shot because my throat
closed. | developed a weakened immune system from the vaccine. | am 8 week pregnant and developed a
Blighted Ovum and | am currently going through a miscarriage to date. Rather not release any info regarding
the pregnancy

COVID19 VACCINE

PFIZER\BIONTECH

1023866-1

18-29 years

15-30 days

Miscarriage at 6 weeks 1 day. Vaginal bleeding and decline in HCG hormone. Pregnancy not viable.

COVID19 VACCINE

PFIZER\BIONTECH

1038491-1

18-29 years

15-30 days

Patient was newly pregnant, received 2nd dose of covid vaccine. Patient then began bleeding on 2/13/21. On
2/15/21 confirmed with OBGYN that HCG levels were low and that she was having a miscarriage. Patient has
a healthy 2 year old living child. No past history of miscarriages, no family history of miscarriage.

COVID19 VACCINE

PFIZER\BIONTECH

1042347-1

Unknown

15-30 days

Miscarriage; This is a spontaneous report from a contactable consumer(patient). This is a maternal report. A
female patient of an unspecified age (Age: 29; Unit: Unknown) received the first dose of BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE, lot number and expiration date were unknown), via an unspecified route of
administration on 15Jan2021 at a single dose for COVID-19 immunization. The patient medical history and
concomitant medications were not reported. The patient stated that her first dose of the Pfizer vaccine was
on 15Jan2021 and reported that she had a miscarriage on Thursday 04Feb2021. It was reported that the
patient missed her scheduled second dose of the Pfizer COVID-19 vaccine due to a miscarriage. The event was
assessed as serious (medically significant). The outcome of the event was unknown. Information on the
lot/batch number has been requested.

COVID19 VACCINE

PFIZER\BIONTECH

1044756-1

30-39 years

15-30 days

| received my first dose of the COVID19 Pfizer vaccine on 12/30/20. At this point | was 4 weeks pregnant. |
received my second vaccine dose for the series on 1/22/21. At this point | was 7 weeks pregnant. On 2/18/21
| was diagnosed with a miscarriage due to no fetal heartbeat on ultrasound. | now have to undergo a D&C in
the operating room.

COVID19 VACCINE

PFIZER\BIONTECH

1048833-1

30-39 years

15-30 days

~ 5 weeks pregnant at the time of 2nd vaccination. Miscarriage ~2 weeks later. Transvaginal ultrasound
shows gestational age only 5 weeks when should have been 7. HCG level reflects only 4-5 weeks when should
have been 7.

COVID19 VACCINE

PFIZER\BIONTECH

1059748-1

30-39 years

15-30 days

| went into preterm labor at 20 weeks, 3 days on and delivered a live pre-term baby boy who died shortly
thereafter. He weighed 11 oz. My estimated delivery date was to be 06/25/2021. This was my second
pregnancy, and | had not had my 20 week ultrasound yet. There is no known cause of why | experienced pre-
term labor and an autopsy was not performed on my son. My first pregnancy was uneventful and | delivered
at full-term.

COVID19 VACCINE

PFIZER\BIONTECH

1073098-1

30-39 years

15-30 days

No adverse event occured, but | was 5 weeks pregnant at the time of the second vaccine and miscarried at 9
weeks.

COVID19 VACCINE

PFIZER\BIONTECH

1084690-1

18-29 years

15-30 days

Miscarried. Due date had been Sept 16, 2021. This was my first pregnancy.

COVID19 VACCINE

PFIZER\BIONTECH

1090217-1

30-39 years

15-30 days

Miscarriage; This is a Spontaneous report from a contactable consumer (patient). This consumer reported
information for both mother and fetus. This is the maternal report. A 39-year-old female consumer reported
that a 39-year-old female patient received the first dose of BNT162B2 (PFIZER-BIONTECH COVID-19 VACCINE,
solution for injection, Lot number: EL9269), via an unspecified route of administration at left arm on
04Feb2021 14:00 at a single dose for COVID-19 immunization. Medical history included allergies: Penicillin. No
other vaccine in four weeks. Concomitant medications included (in two weeks) Prenatal vitamin, colecalciferol
(VITAMIN D), folic acid (FOLATE) and sertraline hydrochloride (ZOLOFT 25mg). The patient's last menstrual
date was 14Dec2020 and the delivery date was on 17Sep2021 (Gestational period: 8, as reported). An OB
exam on 03Feb2021 showed healthy baby at 7w5d- heartbeat detected 152bpm; no abnormalities identified
via ultrasound, Labs and hormone levels all within normal ranges. No issues detected. Mother received 1st
dose of vaccine 04Feb2021. Per ultrasound on 20Feb2021, fetus stopped growing on 09Feb2021 (8w4d); no
heartbeat detected. Miscarriage occurred 22Feb2021. AE resulted in Emergency room/department or urgent
care, congenital anomaly (as reported). No treatment was administered. No COVID prior vaccination. Patient
not COVID tested post vaccination. The outcome of the event was not recovered.; Sender's Comments: Linked
Report(s) : US-PFIZER INC-2021225027 fetus case




COVID19 VACCINE

PFIZER\BIONTECH

1104476-1

30-39 years

15-30 days

Miscarriage: LMP 11/17/20, diagnosis of MAB on 1/26/21. Chromosomal testing of the embryo determined
cause of miscarriage to be trisomy 12. Prior to this most recent miscarriage | had 3 previous miscarriages and
1 live birth (1 living child). To be clear, | do not blame the vaccine for the miscarriage, the chromosomes of the
embryo were determined before | got my first Covid vaccine.

COVID19 VACCINE

PFIZER\BIONTECH

1130755-1

30-39 years

15-30 days

On 02-26-2021 | had a miscarriage, | found out my fetus had died during a pre-natal doctor's appointment. My
fetus had expired before | received the first dose Pfizer vaccine. | believe it was coincidental and the Pfizer
vaccine did not cause the miscarriage. After my miscarriage | was under heavy medication.

COVID19 VACCINE

PFIZER\BIONTECH

1182331-1

30-39 years

15-30 days

Preterm premature rupture of membranes at 18 weeks gestation (due date 9/4), resulting in pregnancy loss

COVID19 VACCINE

PFIZER\BIONTECH

1216055-1

30-39 years

15-30 days

| received the vaccine and was unknowingly pregnant. My first shot was on 1/6/2021 and my second shot was
on 1/27/2021. | conceived on 1/25/2021. | ended up miscarrying the child and when they sent it in for testing
it had 2 abnormal chromosomes. One of which they said is very rare and they have no idea how or why the
baby had this. | was told that the vaccine was supposed to be safe for pregnant people but with no family
history of anything like this happening and no history of any children being born with mutations | believe this
happened from the vaccine. Possibly caused by the spike in temperature | experienced after the second shot. |
should have been due to deliver 10/2021.

COVID19 VACCINE

PFIZER\BIONTECH

1218811-1

30-39 years

15-30 days

is 38 yo healthy G5P 2012 at time of event. -LMP 10/14/2020, EDC 7/21/2021 -Prenatal Ultrasound on
1/15/2021, size consistent with GA, 13 2/7 days, 3 vessel cord, rest WNL -received first Pfizer Covid-19 vaccine
2/10/2021 at 16 0/7 GA -received second Pfizer Covid-19 vaccine 3/1/2021 (19 days from first, NOT
recommended 21 DAYS) -3/12/2021 had MFM level Il ultrasound for advanced maternal age. -3/12/21 US
revealed early IUGR est. fetal weight 296gm, GA consistent with 19/37 GA, now SINGLE uterine artery and
echogenic bowel -Amnio, NITP, TORCH all normal/neg -4/3//21 mother noted no movements, fetal demise
confirmed, delivered stillborn 4/4/21

COVID19 VACCINE

PFIZER\BIONTECH

1279188-1

40-49 years

15-30 days

had a natural miscarriage; This is a spontaneous report from a contactable consumer (patient). A 40-year-old
pregnant female patient received the second dose of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot
Number: G06026), via an unspecified route of administration, administered in Arm Left on 10Mar2021 16:00 as
single dose for COVID-19 immunization in an public health clinic. The patient's medical history was not
reported. No known allergies. The patient's concomitant medication includes an unspecified multivitamin. The
patient previously received the first dose of bnt162b2 (lot number: not reported) on an unspecified date for
COVID-19 immunization. No other vaccinations in four weeks. No COVID-19 prior to vaccination and not tested
for COVID-19 post vaccination. The patient's last menstrual period was on 25Jan2021 with gestation age at
exposure reported as 6 weeks. Expected due date was on 08Nov2021. On 09Apr2021, the patient visited the
emergency room and physicians office and it was reported that the patient had a natural miscarriage, do not
know if it was related to the vaccine. Baby stopped developing around time of vaccination at 10 weeks of
gestation. The pregnancy resulted in spontaneous abortion. It was unknown if the patient received any
treatment. The fetal outcome is intrauterine death. The outcome of the patient was recovering. No follow-up
attempts are possible. No further information is expected.

COVID19 VACCINE

JANSSEN

1287331-1

30-39 years

31-60 days

Pt with miscarriage at approx 7-8 weeks GA after J&J covid vaccine 3/26/21 LMP 2/27/21

COVID19 VACCINE

MODERNA

1059615-1

30-39 years

31-60 days

Miscarriage after receiving first Moderna vaccine dose

COVID19 VACCINE

MODERNA

1066049-1

30-39 years

31-60 days

Reported by patient to have been 9.5weeks pregnant when miscarriage happened.

COVID19 VACCINE

MODERNA

1074063-1

30-39 years

31-60 days

Miscarriage, first trimester

COVID19 VACCINE

MODERNA

1096573-1

30-39 years

31-60 days

| went into labor during which | started bleeding and was rushed into have an emergency C-section. | had a
placenta abruption. Both mom and baby are doing fine. Estimated due date was 03/01/2021. Birth weight was
6 |bs 14 oz

COVID19 VACCINE

MODERNA

1115752-1

30-39 years

31-60 days

Pregnancy occurred within the 8 days following the vaccine. Pregnancy confirmed with positive urine
pregnancy test on 03/01/2021. Some vaginal bleeding began 03/12/2021 but resolved quickly. Abdominal
cramping and bleeding on 03/15/2021 and 03/16/2021. Blood work completed on 03/15/2021 and 03/17/2021
showed a decrease in pregnancy hormone and pregnancy was considered miscarried.




COVID19 VACCINE

MODERNA

1117428-1

30-39 years

31-60 days

I miscarried with a blighted ovum. Pregnancy history. | have no medical conditions and have had 2 healthy
pregnancies prior. | had the first vaccine the week | ovulated and then found out | was pregnant the following
month. Jan 19th was the date of my last menstrual cycle Est il mated date of delivery: oct 26, 2021

COVID19 VACCINE

MODERNA

1121867-1

30-39 years

31-60 days

Received COVID vaccine on 1Feb2021 and was currently seeking to become pregnant. | concieved a child on
2Feb2021-4Feb2021. On 19March2021 it was determined that the pregnancy was abnormal and that | had
miscarried, with likely diagnosis of blighted ovum.

COVID19 VACCINE

MODERNA

1140276-1

30-39 years

31-60 days

38 year old G2P1001 at 22 weeks and 4 days presents with hydrops fetalis. Known anti-D antibodies. Titer
initially <1 at 11 weeks. Rapid rise seen with increased anti-D antibody to 1:16 on 1/15/21, and 1:512 on
2/21/2021. Fetus treated with umbilical cord transfusion at 22 weeks 5 days. Fetal death diagnosed at 23
weeks and 0 days. Fetal autopsy consistent with hemolysis in fetal organs. Fetal blood type RHD positive.
Immunofixation studies show no monoclonal protein detected.

COVID19 VACCINE

MODERNA

1159039-1

30-39 years

31-60 days

Miscarriage 6 days after vaccination

COVID19 VACCINE

MODERNA

1205793-1

30-39 years

31-60 days

Wife got pregnant in between the 2 shots. She had a miscarriage.

COVID19 VACCINE

PFIZER\BIONTECH

1028819-1

30-39 years

31-60 days

First trimester miscarriage after receiving both vaccine doses while pregnant. Granada 5, Para 3 at time of
vaccine administration. Due date 9/17/2021

COVID19 VACCINE

PFIZER\BIONTECH

1050476-1

30-39 years

31-60 days

Fetal demise at gestational age 14 weeks. Exact age when patient received first dose of COVID-19 vaccine.
Patient had suffered from hyperemesis prior to vaccine, but had improved prior to vaccine. No other
complications in pregnancy estimated date of delivery was July 14, 2021

COVID19 VACCINE

PFIZER\BIONTECH

1058581-1

30-39 years

31-60 days

Miscarriage at 6 weeks; 4 days gestation.

COVID19 VACCINE

PFIZER\BIONTECH

1061033-1

18-29 years

31-60 days

I was 6 weeks pregnant at the vaccine, two weeks later | started bleeding and had a miscarriage. Exactly 2
weeks after the vaccine. | left work that day to see the OB, had ultra sound, labs and a follow up a week
later.

COVID19 VACCINE

PFIZER\BIONTECH

1061109-1

30-39 years

31-60 days

| was pregnant when | received my second dose of the Covid-19 Pfizer vaccine. My first Covid 19 vaccine was
administered 12/28/2020. | got pregnant on 12/31/2020, received my second dose on 01/18/2021 and
miscarried on 2/25/2021. | have had two prior uncomplicated pregnancies, and have never experienced a
miscarriage. | gave birth to my two daughters, one at 42 weeks and one at 40 weeks and 5 days. My EDD for
the pregnancy that ended in a miscarriage was due 09/23/2021.

COVID19 VACCINE

PFIZER\BIONTECH

1063601-1

30-39 years

31-60 days

COVID vaccine given Dec 24th, 2020 and second dose on Jan 16th, 2021. Conception occurred approxJan 11th,
2021 pregnancy diagnosed Jan 26th, 2021. ED Oct 4th, 2021. US confirmation of pregnancy with gestational
sacon Feb 14th, 2021. Miscarriage/SAB/pregnancy loss occurred spontaneously on Feb 18th, 2021 with
bleeding, cramping. Pregnancy loss confirmed by ultrasound with OBGYN.

COVID19 VACCINE

PFIZER\BIONTECH

1069747-1

30-39 years

31-60 days

Became pregnant end of December. Received first dose January 6 and second dose January 27. Had very bad
side effects. Felt pregnancy symptoms up until February 10th. Symptoms started to linger off. Had ultrasound
that showed fetus February 10. Cramping started feeling days later. Had ultrasound again February 18
showed fetus had grown. Had another ultrasound February 21 after going to ED for bad cramping and pain.
fetus had no heart beat. Miscarried February 26. Contents did not pass completely, had D&C February 27.

COVID19 VACCINE

PFIZER\BIONTECH

1074788-1

18-29 years

31-60 days

At 8 weeks pregnancy (2 weeks after first shot) started bleeding and had a subchorionic hematoma. By 10
week subchorionic hematoma resolved. Received second shot and of Feb. 1 week later, at 12 weeks
pregnancy , fetus had no heart beat! It measured normal size (as expected) and limited normal first trimester
anatomy by ultrasound. But NO heart beat. Something insulted this placenta to lead to fetal demise.

COVID19 VACCINE

PFIZER\BIONTECH

1078957-1

30-39 years

31-60 days

Found out pregnant in between doses 1 (12/21)and (1/11). Lmp 12/13/2020. Was informed on 7 week
ultrasound the fetal heart rate was low and Miscarriage likely. Miscarriage 2/4/2021.

COVID19 VACCINE

PFIZER\BIONTECH

1087557-1

30-39 years

31-60 days

Miscarriage following COVID vaccine.

COVID19 VACCINE

PFIZER\BIONTECH

1101580-1

18-29 years

31-60 days

| received my second dose Pfizer vaccine 01-27-2021. | found out | was pregnant the beginning of March 2021.
On 03-10-2021, | found out | was having a miscarriage. |amin the process of recovering.

COVID19 VACCINE

PFIZER\BIONTECH

1128192-1

30-39 years

31-60 days

Pregnant with second child at first and second dose of the covid vaccine. Due date was 10/15/2011. |
experienced a miscarriage at 9 weeks pregnant on 3/17/2021.




COVID19 VACCINE

MODERNA

1053973-1

30-39 years

61-120 days

Wife did not know she was pregnant at the time, had the vaccine and miscarried the child at 12 weeks.
OBGYN stated baby had miscarried 2-3 weeks earlier. D&C procedure performed 2/23 to remove remains of
fetus.

COVID19 VACCINE

MODERNA

1141203-1

30-39 years

61-120 days

Moderna COVID?19 Vaccine EUA Received 1st vaccine Dec 29, 2020, received 2nd vaccine while unknowingly
pregnant on January 27, 2021. Had chills, fatigue, body aches night of 2nd vaccination. Found out pregnant
Feb 7, 2021 at 4 weeks pregnant. Had blighted ovum/anembryonic pregnancy with miscarriage March 12,
2021.

COVID19 VACCINE

MODERNA

1163458-1

30-39 years

61-120 days

2 prior first trimester miscarriages unrelated. 1 second trimester miscarriage at 21weeks gestation in March
2021, normal weight and size at time of delivery. Vaccine was given 12/2020 and 1/2021

COVID19 VACCINE

PFIZER\BIONTECH

1070952-1

30-39 years

61-120 days

| was not pregnant at the time of the first vaccine, but was pregnant at the time of the second vaccine. | had
a miscarriage on 2/24/2021

COVID19 VACCINE

PFIZER\BIONTECH

1071787-1

30-39 years

61-120 days

Miscarriage after 2nd dose given

COVID19 VACCINE

PFIZER\BIONTECH

1099240-1

30-39 years

61-120 days

Complete spontaneous Miscarriage at 6 weeks and 5 days

COVID19 VACCINE

PFIZER\BIONTECH

1165228-1

30-39 years

61-120 days

no history of miscarriage until the most recent pregnancy with the COVID vaccine. | previously had 4 healthy
pregnancies and 4 living children (now 5 pregnancies and 4 living children). | conceived on 12/18/2020 the day
after | received my 1st covid vaccine. | began spotting blood on 3/7/2021 and miscarried an approximately 7
week old embryo. | had a D & C procedure to remove the baby that stopped growing weeks before (| was 14
weeks and 1 day into my pregnancy before the miscarriage).Due date was sept 4th 2021.

COVID19 VACCINE

PFIZER\BIONTECH

1201409-1

40-49 years

61-120 days

Delivered preterm infant (stillbirth) at 24 weeks on March 9, 2021. Infant had IUGR noted at 19 weeks.
Placenta showed 2 blood clots restricting blood flow at delivery. Mother with no known clotting disorders. 2
prior healthy infants.

COVID19 VACCINE

JANSSEN

1262037-1

Unknown

Unknown

MISCARRIAGE; VACCINE EXPOSURE DURING PREGNANCY; BODY ACHES; FEVER; This spontaneous report
received from a consumer (company representative) concerned an female of unspecified age. The patient's
height, and weight were not reported. The patient was gravida 1, para 0. The patient received covid-19
vaccine ad26.cov2.s (suspension for injection, route of admin not reported, batch number: Unknown) dose was
not reported, 1 total administered on 10-APR-2021 for prophylactic vaccination. The batch number was not
reported and has been requested. No concomitant medications were reported. On 10-APR-2021, the patient
experienced body aches and fever. On 10-APR-2021, the patient was pregnant when she had vaccine. On 12-
APR-2021, the patient experienced hemorrhage, miscarriage (spontaneous abortion) and was hospitalized
(date unspecified). The duration of hospitalization was not reported. The date of patient's last menstrual
period and expected delivery date were not reported. The action taken with covid-19 vaccine ad26.cov2.s was
not applicable. The outcome of the fever, body aches, miscarriage and vaccine exposure during pregnancy was
not reported. This report was serious (Other Medically Important Condition). .; Sender's Comments: VO: -covid-
19 vaccine ad26.cov2.s-miscarriage, vaccine exposure during pregnancy. This event(s) is considered not
related. The event(s) has a compatible/suggestive temporal relationship, is unlabeled, and has unknown
scientific plausibility. There are other factors more likely to be associated with the event(s) than the drug.
Specifically: SPECIAL SITUATIONS




COVID19 VACCINE

MODERNA

1074149-1

Unknown

Unknown

Miscarried at 6 weeks; Vaccine exposure during pregnancy; A spontaneous report was received from a
healthcare professional concerning a 32 year old female patients who received Moderna's Covid 19
vaccine(mRNA1273) and experienced vaccine exposure during pregnancy and miscarried at 6 weeks. The
patient's medical history was not provided. Concomitant product use was not provided. The patient
received second of two planned dose of MRNA-1273 for prophylaxis of Covid 19 infection approximately 2.5
weeks before the miscarriage. The patient experienced vaccine exposure during pregnancy and miscarried at
6 weeks, approximately 2.5 after receiving her second dose of Moderna vaccine. The patient received both
scheduled doses of MRNA-1273 prior to the events ; therefore, action taken with the drug in response to the
events is not applicable. The outcome of the event, miscarriage spontaneous was considered as unknown.
The outcome for the event of Vaccine exposure during pregnancy was recovered/resolved.; Reporter's
Comments: This case concerns a 32 year old, female subject, who experienced a spontaneous abortion and
drug exposure during pregnancy. The patient experienced vaccine exposure during pregnancy and miscarried
at 6 weeks, approximately 2.5 after receiving her second dose of mRNA-1273. Very limited information has
been provided at this time. Further information has been requested.

COVID19 VACCINE

MODERNA

1087526-1

30-39 years

Unknown

| received my second vaccination in the morning on 02-04-21. | visited my OBGYN that afternoon learned that |
was approximately seven weeks pregnant, and that my baby was healthy with a heartbeat, | returned to the
OBGYN four weeks later for my routine visit and leaned that the fetus had died around week 8, which was
approximately one week after receiving the vaccine. | had no other issues or complications that would have
contributed to my miscarriage.

COVID19 VACCINE

MODERNA

1106171-1

Unknown

Unknown

no fetal heartbeat; pregnant and received vaccine; A spontaneous report was received from a 37-year old,
female patient who received Moderna's COVID-19 Vaccine (mRNA-1273) while pregnant, and there was not
fetal heartbeat. The patient's medical history was not provided. Products known to have been used by the
patient, within two weeks prior to the event, included prenatal vitamins. The consumer received the second
of the two planned doses of MRNA-1273 on 26-JAN-2021 (Batch# 041L20A) intramuscularly for prophylaxis of
COVID-19 infection. On 02-MAR-2021, the patient stated her fetus had no heartbeat. No treatment
information was provided. The patient received both scheduled doses of mRNA-1273; therefore, action taken
with the drug in response to the event is not applicable. The outcome of the events was considered
recovered.; Reporter's Comments: This is a case of product exposure during pregnancy for this 37 year old
woman with associated event of absent fetal heartbeat. The patient will continue to be contacted for follow-

up.

COVID19 VACCINE

MODERNA

1142921-1

30-39 years

Unknown

Pregnant patient miscarried; got pregnant in between the first and second dose; A spontaneous report was
received from a pharmacist ,concerning a 38-year-old, female patient , who received Moderna's COVID-19
vaccine(mRNA-1273) and experienced getting pregnant in between the first and second doses (Exposure during
pregnancy) and miscarried/abortion spontaneous. The patient's medical history was not reported.
Concomitant medications were not reported. On 15 Jan 2021, patient received the first of two planned doses
of mMRNA-1273 (Lot/batch: unknown) vaccine intramuscularly for prophylaxis of COVID-19 infection. Between
an unknown date and 17 Mar 2021, the patient become pregnant and experienced a miscarriage. On March
17 2021, the patient received the second of two planned doses of mMRNA-1273 (Lot/batch: unknown) vaccine for
prophylaxis of COVID-19 infection. The event, miscarriage, was medically significant. Laboratory details were
not reported. Treatment information was not reported. Action taken with mRNA-1273 in response to the
events was not applicable. At the time of report , the outcome of events; got pregnant in between first and
second dose and pregnant patient miscarried were, were not reported.; Reporter's Comments: Based on the
current available information and temporal association between the use of the product and the start date of
the event, a causal relationship cannot be excluded.




COVID19 VACCINE

MODERNA

1157569-1

Unknown

Unknown

Miscarriage; Pregnancy; well past the 42 day mark; A Spontaneous report was received from a Healthcare
Professional concerning a female patient who received Moderna's COVID-19 vaccine (mRNA-1273) and the
patient subsequently found out that she was pregnant . Patient had a miscarriage and now wants to receive
the second dose of her vaccine. Well past the 42 day mark Patient now wants to receive the second dose of
the Moderna Covid-19 vaccine. The patients medical history was not provided.No concomitant medication
information was provided. On an unknown date in JAN 2021, prior to the onset of the events, the patient
received their first of two planned doses of MRNA-1273 intramuscularly for prophylaxis of COVID-19 infection.
On an unknown date, The patient The patient subsequently found out that she was pregnant . Patient had a
miscarriage and now wants to receive the second dose of her vaccine. Well past the 42 day mark Patient now
wants to receive the second dose of the Moderna Covid-19 vaccine. Laboratory details was not provided.No
treatment information was provided. Action taken with mRNA-1273 in response to the events was not
reported. The outcome of the events Pregnancy and Miscarriage was resolved. The outcome of the event
well past 42 days was unknown.; Reporter's Comments: This is a case of product exposure during pregnancy
with spontaneous abortion for this female (age unknown). Patient missed her second dose. She will continue
to be contacted for further monitoring of AEs post abortion. .

COVID19 VACCINE

PFIZER\BIONTECH

1035009-1

18-29 years

Unknown

embryonic demise/loss of pregnancy; patient was pregnant at the time of vaccination of the second dose;
patient was pregnant at the time of vaccination of the second dose; This is a spontaneous report from a
contactable healthcare professional. A 28-year-old female patient received the second dose of bnt162b2
(PFIZER-BIONTECH COVID-19 VACCINE; lot number EL1284), intramuscular in the left arm on 12Jan2021 at
08:00 at a single dose, received in the Doctor's office/urgent care for covid-19 immunisation. Medical history
included anxiety and allergies: gets hives from anything cold (fluid, food, air) that touches her. Concomitant
medication included venlafaxine for anxiety. The patient was pregnant at the time of vaccination of the second
dose, last menstrual date was 23Nov2020, delivery date was 30Aug2021, gestation period was 7 weeks. The
patient experienced embryonic demise/loss of pregnancy in Jan2021, patient was hospitalized for 1 day and
treatment was received for the event. The patient underwent lab tests and procedures which included didn't
see a fetal heartbeat at 6 week on u/s, and 7 weeks still no heartbeat on u/s, HCG didn't go down until
second u/s, so fetal demise occurred between 6 -7 weeks, D&C performed and no genetic abnormalities were
found in fetal tissue. Doctor and patient, who is a nurse, do not think the fetal demise is related to the
vaccine, but wanted to document the loss for data in case they would start to see a trend. The patient does
not intend to pursue further investigation into the vaccine as a cause. After the first dose (received on
21Dec2020 at 08:00, the patient had a sore arm and then two days later found out she was pregnant. The
doctor discussed with patient and pharmacist whether to get second dose. Patient is a nurse and decided to
get second dose. No major symptoms were reported after second dose until the miscarriage. The patient
recovered from the event with lasting effects/sequel.; Sender's Comments: A causal association between
BNT162B2 and the reported events cannot be excluded based on a compatible temporal relation. The impact
of this report on the benefit/risk profile of the Pfizer product is evaluated as part of Pfizer procedures for
safety evaluation, including the review and analysis of aggregate data for adverse events. Any safety concern
identified as part of this review, as well as any appropriate action in response, will be promptly notified to
RAs, Ethics Committees, and Investigators, as appropriate.




COVID19 VACCINE

PFIZER\BIONTECH

1051018-1

18-29 years

Unknown

After the vaccine the patient miscarried the baby; This is a spontaneous report from Pfizer-sponsored program
via a contactable pharmacist. A 29-year-old female patient received the first dose of BNT162B2 (PFIZER-
BIONTECH COVID-19 VACCINE; batch/lot number and expiration date unknown), 0.3 ml via an unspecified
route of administration on 15Jan2021 at 10:00-11:30am as a single dose for COVID-19 immunization,
administered in the right arm. Patient has no past medical history. Concomitant medication includes One-a-
day vitamin, Ongoing. No prior Vaccinations within 4 weeks prior. First Day of Last menstrual period: 6-13
Dec2020. Patient reports one previous pregnancy: full term live birth via vaginal birth with epidural at 40
weeks and 1 day. The father used marijuana, at an unspecified frequency. Patient was unaware that she was
pregnant, guesses she was about 3 weeks when she got the first shot of the vaccine. Ten days after the
vaccine, the patient miscarried the baby. The clinical outcome of the event was unknown. Information on the
lot/batch number has been requested.; Sender's Comments: Based on the current available information and
the plausible drug-event temporal association, a possible contributory role of the suspect product BNT162B2
to the development of event Miscarriage of pregnancy cannot be excluded. The case will be reassessed if
additional information becomes available. The impact of this report on the benefit/risk profile of the Pfizer
product is evaluated as part of Pfizer procedures for safety evaluation, including the review and analysis of
aggregate data for adverse events. Any safety concern identified as part of this review, as well as any
appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees and
Investigators, as appropriate.

COVID19 VACCINE

PFIZER\BIONTECH

1100545-1

Unknown

Unknown

miscarriage after receiving both doses of COVID19 vaccine; This is a spontaneous report received from Pfizer
sponsored program from a contactable consumer reported for self. A female patient received the second dose
of bnt162b2 (PFIZER-BIONTECH COVID-19 VACCINE, Lot number unknown) via unspecified route of
administration on an unspecified date at single dose for COVID-19 immunisation. The patient is pregnant at
the time of vaccination. The patient's medical history and concomitant medications were not reported. The
patient previously received the first dose of BNT162B2 on an unspecified date for COVID-19 immunisation. The
patient had a miscarriage after receiving both doses of COVID-19 vaccines. The patient received no treatment.
The outcome of event was unknown. Information about lot/batch number has been requested.

COVID19 VACCINE

PFIZER\BIONTECH

1224437-1

30-39 years

Unknown

Baby was delivered with apgars of 0 and ultimately fetal demise; This is a spontaneous report from a
contactable pharmacist. This pharmacist reported information for both mother and fetus/baby. This is a
maternal report. A 31-years-old female patient received the first dose of bnt162b2 (PFIZER-BIONTECH COVID-
19 VACCINE), via intramuscular on 16Mar2021 as SINGLE DOSE for covid-19 immunisation. Medical history
included none. The patient's concomitant medications were not reported. Patient presented to physician office
2 weeks after covid vaccine, with complaints of decreased fetal movement. Patient was taken to emergency c-
section due to decreased fetal heart tones in the office. Baby was delivered with apgars of 0 and ultimately
fetal demise. Patient was 34 weeks pregnant and had an otherwise uncomplicated pregnancy. Due to the
event, the patient with doctor or other healthcare professional office/clinic visit and was hospitalization for 3
days. The mother was 34 weeks pregnant at the onset of the event. The mother delivered the pregnancy on
an unknown date via cesarean delivery. APGAR Score 1 was 0, APGAR Score 2 and APGAR Score 3 was not
provided. The fetal outcome is neonatal death. The outcome of the event was unknown.; Sender's Comments:
Based on the available information and a temporal association, a causal relationship between the event fetal
demise and BNT162B2 cannot be completely excluded. The impact of this report on the benefit/risk profile of
the Pfizer product is evaluated as part of Pfizer procedures for safety evaluation, including the review and
analysis of aggregate data for adverse events. Any safety concern identified as part of this review, as well as
any appropriate action in response, will be promptly notified to Regulatory Authorities, Ethics Committees
and Investigators, as appropriate.,Linked Report(s) : PFIZER INC-2021363057 baby case




miscarriage of the 16-17 week fetus; This is a spontaneous report from a contactable consumer (patient). A 30-
year-old female patient received the first dose of BNT162B2 (Pfizer-BioNTech COVID-19 vaccine, lot number :
ER8730), via an unspecified route of administration, administered in the left arm on 26Mar2021 at 16:30 as a
COVID19 VACCINE PFIZER\BIONTECH 1279405-1 30-39 years Unknown single dose for COVID-19 immunization. The patient had no medical history and no known allergies. The
patient's concomitant medications included unspecified prenatal vitamins. The patient did not have other
vaccines in four weeks prior to the COVID vaccine. On an unspecified date in Mar2021, the patient had a
miscarriage of the 16-17 week fetus. The patient had surgery to remove the fetus and tissue. The mother was
due to deliver on 09Sep2021. The outcome of the event was recovering. The patient had a nasal swab COVID-
19 test on 22Apr2021 with a result of negative. The event was reported as life-threatening.

Dataset: The Vaccine Adverse Event Reporting System (VAERS)

Query Parameters:

State / Territory: The United States/Territories/Unknown

Symptoms: ABORTION SPONTANEOUS; FOETAL DEATH; PREMATURE LABOUR; THREATENED LABOUR
Vaccine Products: COVID19 VACCINE (COVID19)

VAERS ID: All

Group By: Vaccine Type; Vaccine Manufacturer; VAERS ID; Age; Onset Interval

Show Totals: False

Show Zero Values: Disabled

Help: See http://wonder.cdc.gov/wonder/help/vaers.html for more information.

Query Date: May 17, 2021 7:43:12 PM

Suggested Citation: Accessed at http://wonder.cdc.gov/vaers.html on May 17, 2021 7:43:12 PM

Messages:

1. The full results are too long to be displayed, only non-zero rows are available.

2. VAERS data in CDC WONDER are updated every Friday. Hence, results for the same query can change from week to week.

3. These results are for 247 total events.

4. When grouped by VAERS ID, results initially don't show Events Reported, Percent, or totals. Use Quick or More Options to
restore them, if you wish.

5. Click on a VAERS ID to see a report containing detailed information for the event.

Footnotes:

1. Submitting a report to VAERS does not mean that healthcare personnel or the vaccine caused or contributed to the adverse
event (possible side effect).

Caveats:

1. <p> VAERS accepts reports of adverse events and reactions that occur following vaccination. Healthcare providers, vaccine
manufacturers, and the public can submit reports to VAERS. While very important in monitoring vaccine safety, VAERS reports
alone cannot be used to determine if a vaccine caused or contributed to an adverse event or illness. The reports may contain
information that is incomplete, inaccurate, coincidental, or unverifiable. Most reports to VAERS are voluntary, which means they
are subject to biases. This creates specific limitations on how the data can be used scientifically. Data from VAERS reports

should always be interpreted with these limitations in mind. </p> <p> The strengths of VAERS are that it is national in scope

and can quickly provide an early warning of a safety problem with a vaccine. As part of CDC and FDA's multi-system approach to
post-licensure vaccine safety monitoring, VAERS is designed to rapidly detect unusual or unexpected patterns of adverse events,
also known as "safety signals." If a safety signal is found in VAERS, further studies can be done in safety systems such as

the CDC's Vaccine Safety Datalink (VSD) or the Clinical Immunization Safety Assessment (CISA) project. These systems do not have
the same limitations as VAERS, and can better assess health risks and possible connections between adverse events and a vaccine.
</p> <p> Key considerations and limitations of VAERS data: <ul><li> Vaccine providers are encouraged to report any clinically
significant health problem following vaccination to VAERS, whether or not they believe the vaccine was the cause. </li><li>
Reports may include incomplete, inaccurate, coincidental and unverified information. </li><li> The number of reports alone

cannot be interpreted or used to reach conclusions about the existence, severity, frequency, or rates of problems associated

with vaccines. </li><li> VAERS data are limited to vaccine adverse event reports received between 1990 and the most recent date



for which data are available. </li><li> VAERS data do not represent all known safety information for a vaccine and should be
interpreted in the context of other scientific information. </li></ul> </p>

2
3. Some items may have more than 1 occurrence in any single event report, such as Symptoms, Vaccine Products, Manufacturers, and
Event Categories. If data are grouped by any of these items, then the number in the Events Reported column may exceed the total
number of unique events. If percentages are shown, then the associated percentage of total unique event reports will exceed 100%
in such cases. For example, the number of Symptoms mentioned is likely to exceed the number of events reported, because many
reports include more than 1 Symptom. When more then 1 Symptom occurs in a single report, then the percentage of Symptoms to
unique events is more than 100%. More information: http://wonder.cdc.gov/wonder/help/vaers.html#Suppress.
4. Data contains VAERS reports processed as of 5/7/2021. The VAERS data in WONDER are updated weekly, yet the VAERS system
receives continuous updates including revisions and new reports for preceding time periods. Duplicate event reports and/or
reports determined to be false are removed from VAERS. More information: http://wonder.cdc.gov/wonder/help/vaers.html#Reporting.
5. For more information on how many persons have been vaccinated in the US for COVID19 to date, see
https://covid.cdc.gov/covid-data-tracker/#vaccinations/



