
m i r a l a x

Miralax can cause:
+ Bloating
+ Blood in stool
+ Severe or bloody diarrhea
+ Nausea
+ Stomach cramps/pain
+ Vomiting
+ Abdominal distension/pain
+ Borborygmi (rumbling noise
produced by the movement of gas
through the intestines)
+ Flatulence
+ Abdominal cramping
+ Perianal (area around the anus)
inflammation/soreness
+ Allergic reaction
+ Urticaria (hives)
+ Excessive stool frequency
+ Rectal bleeding
+ Dizziness
+ Increased sweating

This over-the-counter laxative is approved for 17+ year olds to treat

occasional constipation or irregular bowel movements

sources from fda + Braintree Laboratories, INC.

Unfortunately, most of the Miralax manufacturer insert on the FDA
website has been photocopied (example above) and heavily redacted,
therefore the following slides have been transcribed versus copy/pasted.

what is miralax
Miralax is a laxative solution that increases the amount of water in the intestinal tract to
stimulate bowel movements. The active ingredient is Polyethylene Glycol 3350 and is used as
an osmotic laxative. Osmotic laxatives draw water into the lumen (interior surface) of the
bowel. To produce a bowel movement, two-four days may be required.

Osmotic laxatives also result in volume load therefore Miralax shoud not be used if you have a
bowel obstruction or intestinal blockage. If you have any of these conditions, you could have
dangerous or life-threatening side effects. Miralax should not be used for longer than 
two weeks. Prolonged, frequent or excessive use may result in electrolyte imbalance and
dependence on laxatives.

Long-term carcinogenicity studies,
genetic toxicity studies, and
reproductive toxicity studies in animals
have not been performed with Miralax.

Animal reproductive studies have not been
performed with Miralax. It is also not
known whether Miralax can cause fetal
harm when administered to a pregnant
women, or can effect reproductive
capacity. Miralax should only be
administered to a pregnant woman if clearly
needed.

miralax + children

Safety and effectiveness in pediatric patients has not been established.
Miralax should not be used by children. 

a c c o r d i n g  t o  t h e  m a n u f a c t u r e r :

https://www.drugs.com/cg/gas-and-bloating.html
https://www.accessdata.fda.gov/drugsatfda_docs/nda/99/020698.cfm
https://www.accessdata.fda.gov/drugsatfda_docs/nda/99/020698.cfm
https://www.accessdata.fda.gov/drugsatfda_docs/label/2016/022015Orig1s026lbl.pdf
https://www.accessdata.fda.gov/drugsatfda_docs/nda/99/020698a_MiraLax_appltr_prntlbl.pdf


a c c o r d i n g  t o  t h e  f d a :

https://www.fda.gov/drugs/questions-and-answers-fdas-adverse-event-reporting-system-faers/october-december-2020-
potential-signals-serious-risksnew-safety-information-identified-fda-adverse

Why is this product
recommended off-label by
healthcare providers when

there is an ongoing study on
its safety in the pediatric

population?

Neuropsychiatric events

a c c o r d i n g  t o  t h e  f d a :

The FDA awarded a $324k grant in 2014 to Children's Hospital of Philadelphia
(CHOP) to study "Polyethylene Glycol Safety in Children." The study is ongoing.

https://taggs.hhs.gov/Detail/
AwardDetail?

arg_AwardNum=R01FD005312
&arg_ProgOfficeCode=1

What is constipation

https://www.niddk.nih.g
ov/health-

information/digestive-
diseases/constipation/d

efinition-facts

https://www.fda.gov/drugs/questions-and-answers-fdas-adverse-event-reporting-system-faers/october-december-2020-potential-signals-serious-risksnew-safety-information-identified-fda-adverse
https://taggs.hhs.gov/Detail/AwardDetail?arg_AwardNum=R01FD005312&arg_ProgOfficeCode=1
https://www.niddk.nih.gov/health-information/digestive-diseases/constipation/definition-facts


how to treat constipation

Patients should be educated about good eating habits such as high fiber diets. 
 Lifestyle changes such as adequate dietary fiber/fluid intake and regular exercise
may produce more regular bowel habits.

a c c o r d i n g  t o  t h e  m a n u f a c t u r e r :

https://www.nia.nih.gov/health/concerned-about-constipation

Constipation in Children

https://www.niddk.nih.gov/h
ealth-information/digestive-

diseases/constipation-
children/eating-diet-

nutrition

https://www.facebook.com/groups/209540745755798/

For a supportive community discussing personal experiences
with this product, click on the images or link below:

https://www.facebook.com/groups/209540745755798/
https://www.nia.nih.gov/health/concerned-about-constipation
https://www.niddk.nih.gov/health-information/digestive-diseases/constipation-children/treatment
https://www.facebook.com/groups/209540745755798/
https://www.facebook.com/groups/209540745755798/

