ASPIRIN

THIS OVER-THE-COUNTER DRUG IS USED FOR THE TEMPORARY RELIEF OF MINOR
ACHES AND PAINS OR AS RECOMMENDED BY YOUR DOCTOR

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may be

marketed if they comply with applicable regulations and policies. FDA has not evaluated
whether this product complies.

0 g . e,
Low-Dose Aspirin can cause:
&
+ severe dllergic reaction which may include: n |ark COMPARE TO BAYERD
- LOW DOSE ASPIRIN
e hives ACTIVE INGREDIENT!
o facial swelling NDC 70677-0132-]

 asthma (wheezing)
 shock
+ stomach bleeding:

o faint feeling . .
« vomiting blood Vayx== Pain Reliever

 bloody or black stools (N SAI D)

« stomach pain that does not get better * Safety Coated
* Aspirin Regimen

ENTERIC COATED

 pain gets worse or lasts more than 10 days
 redness/swelling
* ringing in the ears/loss of hearing ACTUAL SIZE

180 TABLETS - 81 MG EACH.

BrxmmEEses e

SOURCES FROM THE NATIONAL INSTITUTE OF HEALTH

PER THE MANUFACTURER

Reye's syndrome

Children and teenagers who have or are recovering from chicken pox or flu-like symptoms
should not use this product. When using this product, if changes in behavior with nausea and
vomiting occur, consult a doctor because these symptoms could be an early sign of Reye's
syndrome, a rare but serious 1llness.

Stomach bleeding warning
This product contains an NSAID, which may cause stomach bleeding. The chance is higher if
you:
are age 60 or older
have had stomach ulcers or bleeding problems
take a blood thinning (anticoagulant) or steroid drug
take other drugs containing prescription or nonprescription NSAIDs [aspirin, ibuprofen,
naproxen, or others]
have 3 or more alcoholic drinks every day while using this product
take more or for a longer time than directed et coes NEAD
(pronounced en-said)
stand for?

Nonsteroidal anti-

Do not use if you are allergic to aspirin or any other pain reliever/fever reducer

Ask a doctor before use if inflammatory drugs.

» stomach bleeding warning applies to you

= you have a history of stomach problems, such as heartburn

= you have high blood pressure, heart disease, liver cirrhosis, or kidney discase

= you are taking a diuretic

= poulinvesihnn Ask a doctor or pharmacist before use if you are taking a prescription drug for:
= gout
= diabetes

» arthritis

PREGNANCY

according to the manufacturer:

If pregnant or breast-feeding, ask a health professional before use. It is especially
important not to use aspirin during the last 3 months of pregnancy unless definitely

directed to do so by a doctor because it may cause problems in the unborn child or
complications during delivery.



https://dailymed.nlm.nih.gov/dailymed/fda/fdaDrugXsl.cfm?setid=c676fc0d-7aaa-c203-e053-2a95a90aef73
https://dailymed.nlm.nih.gov/dailymed/fda/fdaDrugXsl.cfm?setid=c676fc0d-7aaa-c203-e053-2a95a90aef73

according to the American College of Obstetricians and Gynecologists (ACOG):

National Library of Medicine ACOG Committee Opinion No. 743: Low-
National Center for Biotechnology Information Dose Aspirin Use Duting Pregnancy

Low-dose aspirin has been used during pregnancy, most
commonly to prevent or delay the onset of preeclampsia.

Low-dose aspirin (81 mg/day) prophylaxis is recommended in women
at high risk of preeclampsia and should be initiated between 12
weeks and 28 weeks of gestation (optimally before 16 weeks) and
continued daily until delivery.

The above committee opinion was submitted by ACOG and several other independent
task forces to develop recommendations for low-dose aspirin during pregnancy.

Why did this group recommend a product till delivery when the manufacturer
explicitly states doing so may cause problems in the unborn child or cause
complications during delivery?

https://pubmed.ncbi.nlm.nih.gov/29939940/

PREECLAMPSIA

according to ACOG:

Low-dose aspirin prophylaxis should be considered for women with more
than one of several moderate risk factors for preeclampsia. Women at
risk of preeclampsia are defined based on the presence of one or more
high-risk factors (history of preeclampsia, multifetal gestation, renal
disease, autoimmune disease, type 1 or type 2 diabetes, and chronic
hypertension) or more than one of several moderate-risk factors (first
pregnancy, maternal age of 35 years or older, a body mass index greater
than 30, family history of preeclampsia, sociodemographic
characteristics, and personal history factors). In the absence of high risk
factors for preeclampsia, current evidence does not support the use of
prophylactic low-dose aspirin for the prevention of early pregnancy loss,
fetal growth restriction, stillbirth, or preterm birth.

This product is recommended for pregnant patients that have 1+ risk factors for
preeclampsia including renal (kidney) disease, diabetes, and chronic
hypertension (high blood pressure).

Why does the ACOG recommend this product when several of the
qualifying risk factors are also warnings on the manufacturer insert?

INGREDIENTS

according to the manufacturer:

Inactive ingredients

acrycoat, colloidal silicon dioxide, croscarmellose sodium, D&C yellow #10, lactose,
microcrystalline cellulose, polysorbate 80, sodium hydroxide, talc, titanium dioxide, triethyl
citrate, yellow oxide of iron

m National Library of Medicine
National Center for Biotechnology Information Mpsi//WWW.ncbi.n|m.nih.gMme/OrTiCl€S/PMCéO]5]2]/

Polysorbate 80 has been associated with a number of adverse events. In food, small concentrations of
undigested polysorbate 80 may enhance bacterial translocation across intestinal epithelia, a potential
explanation for an observed increase in the incidence of Crohn’s disease [34]. In drug formulations,
polysorbate 80 has been implicated in a number of systemic reactions (e.g., hypersensitivity, nonallergic
anaphylaxis, rash) and injection- and infusion-site adverse events (ISAEs; e.g., pain, erythema,
thrombophlebitis) [3, 35-37]. Polysorbate 80 has also been implicated in cases of renal and liver toxicity

Office on
OASH MCCCREEERUN hitps://www.womenshealth.gov/a-z-topics/inflammatory-bowel-disease#

The most common types of IBD are ulcerative colitis and Crohn's disease. These
cause similar symptoms, including diarrhea, abdominal pain, and fever. IBD affects
women in unique ways. IBD symptoms can get worse during your menstrual period
and can cause problems getting pregnant.

While researchers do not know why IBD starts, some studies suggest that the risk of
developing IBD may be higher for women who take antibiotics,'" birth control pills,'
or nonsteroidal anti-inflammatories (NSAIDs), such as aspirin or ibuprofen.'®



https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6015121/
https://www.womenshealth.gov/a-z-topics/inflammatory-bowel-disease
https://pubmed.ncbi.nlm.nih.gov/29939940/

WHAT IS PREECLAMPSIA

National Library of Medicine

Preeclampsia is a complication of pregnancy in which affected women develop high

blood pressure (hypertension); they can also have abnormally high levels of protein in
their urine (proteinuria). This condition usually occurs in the last few months of
pregnancy and often requires early delivery of the infant. However, this condition can

also appear shortly after giving birth (postpartum preeclampsia).

The specific causes of preeclampsia are not well understood. In pregnancy, blood volume
normally increases to support the fetus, and the mother's body must adjust to handle
this extra fluid. In some women the body does not react normally to the fluid changes of
pregnancy, leading to the signs and symptoms of preeclampsia.

The reasons for these abnormal reactions to the changes of pregnancy vary in different
women and may differ depending on the stage of the pregnancy at which the condition
develops. Studies suggest that preeclampsia is related to a problem with the placenta,
the link between the mother's blood supply and the fetus. If there is an insufficient
connection between the placenta and the arteries of the uterus, the placenta does not get
enough blood. The placenta responds by releasing a variety of substances, including
chemicals that affect the lining of blood vessels (the vascular endothelium). By
mechanisms that are unclear, the mother's blood vessels constrict abnormally, causing
hypertension. These constricted blood vessels also affect other organs, leading to the
other signs and symptoms of preeclampsia. In the kidneys, the constricted blood vessels
result in abnormal release of proteins in the urine.

https://medlineplus.gov/genetics/condition/preeclampsia /#resources

COMMON PREGNANCY PRODUCTS

If developing high blood pressure is a concern for pregnant patients, then why are
the following products recommended for this population when they are known to
potentially cause or worsen high blood pressure?

For manufacturer

+ Phenergan (anti-nausea)  + Synthroid (thyroid medication) e lile o e

+ Prevacid (antacid) + Tylenol (pain injection) www.justtheinserts.
+ Protonix (antacid) + Macrobid (antibiotic) com/bebyaspirin

+ Nexium (antacid) + Macrodantin (antibiotic)

+ Sudafed (decongestant)  + Diphenhydramine - Benadryl (antihistamines)

+ Entex (decongestant) + Loratadine - Claritin (antihistamines)

+ Afrin (nasal spray) + Chlorpheniramine - Chlor-Trimeton (antihistamines)

CDC https: / /www.cdc.gov/pregnancy/meds /treatingfortwo /facts.html

9in 10 women report taking some type of medicine during pregnancy, and 7 in 10 report taking
at least one prescription medicine. From 1976-2008, women's use of prescription medicines
during their first trimester (first 3 months) of pregnancy increased by more than 60%,’

https: //www.fda.gov/consumers/consumer-updates/pregnant-breastfeeding-fda-aims-improve-drug-information

When a prescription medication is approved by the U.S. Food and Drug Administration for adults, it
is also approved for pregnant patients. But information about medication dosing during pregnancy

and breastfeeding is often not available. For that and other reasons, it is important to discuss

treatment options with your health care provider if you are pregnant or breastfeeding.


https://www.accessdata.fda.gov/drugsatfda_docs/label/2004/07935s030lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2001/20406s38lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2007/022020lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2006/021153s022lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/fda/fdaDrugXsl.cfm?setid=9991599a-b49b-4ea6-a6e1-c05f0c992f71
https://dailymed.nlm.nih.gov/dailymed/fda/fdaDrugXsl.cfm?setid=1c5bff62-239b-449c-afc1-9a0e07c72bd0
https://dailymed.nlm.nih.gov/dailymed/fda/fdaDrugXsl.cfm?setid=af46c67d-f01f-83f8-e053-2a95a90aa70f
https://medlineplus.gov/genetics/condition/preeclampsia/#resources
https://www.accessdata.fda.gov/drugsatfda_docs/label/2008/021402s011lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2015/204767s000lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2009/020064s019lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2009/016620s068lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2013/091526lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/label/2000/20641s7lbl.pdf
https://dailymed.nlm.nih.gov/dailymed/fda/fdaDrugXsl.cfm?setid=545ae063-21bf-4dc8-9ad0-0c113b1b0dea
https://www.cdc.gov/pregnancy/meds/treatingfortwo/facts.html
https://www.cdc.gov/pregnancy/meds/treatingfortwo/facts.html

