
 
The ERC Online Questionnaire of 

Women Who Used Menstrual Cups: 
Summary Statement of Results and 

 A Call for Additional Research 
 
Between March and August 2003, the Endometriosis Research Center (ERC) asked its members and visitors to 
its web site (www. endocenter.org)  to complete a questionnaire regarding their medical history and their use 
menstrual cups (1).  Among the stated goals for this questionnaire was an attempt to uncover some specific 
cases in which users of these products had developed endometriosis.  It was clearly stated in the introductory 
information for the questionnaire that any reports that were collected could not be used to demonstrate a 
relationship between the product and the development of endometriosis.   Rather, the intent was to publicly ask 
a question that had not been previously discussed among users of the menstrual cups, since information on 
endometriosis was not included in the packaging of these menstrual products.  
 
The questionnaire only solicited 9 responses.  Three of the women who responded had endometriosis, which 
developed after they began using menstrual cups.  One of these women had used a menstrual cup for less than 
1 year and the 2 others had used menstrual cups for more than 2 years.  The six additional responses seemed 
to be from women who were supporters of the use of the menstrual cups.  Five of them had used the products 
for less than a year and one for more than 2 years, and none reported any problem with symptoms of 
endometriosis. 
 
The small number of responses seems to reflect the very limited use of menstrual cups among the women who 
had access to the questionnaire. In subsequent efforts to have information on endometriosis made available to 
women who use menstrual cups, we have petitioned the Food & Drug Administration (2, attached). This petition 
spelled out in detail the physiological basis for concern that the use of menstrual cup might increase the 
frequency or severity of endometriosis.   
 
Endometriosis is the growth of endometrial tissue in the peritoneum or other inappropriate parts of the body.  
The reflux of endometrial cells during menstruation is a readily identified route for these cells to reach the 
peritoneum.  It is commonly acknowledged that menstrual reflux occurs in most women from time to time.  In the 
sciences of pharmacology and toxicology there is an awareness that the dose of an agent is a critical 
component in determining the likelihood that a physiological reaction will occur.  The menstrual cups are devices 
that are likely to increase the volume of menstrual reflux, and it appears important to study how an increase in 
menstrual reflux affects the appearance of endometriosis.  In a baboon model for studying endometriosis, it has 
been shown that an increase in retrograde menstruation did increase the incidence of endometriosis (see 
discussion in the Cup Petition, ref 2). 
 
When research attempts to identify a toxic effect, an agent that causes a unique adverse effect is easiest to 
pinpoint.  The most difficult toxic relationship to uncover involves a product or drug that increases the incidence 
of a condition that has a slow onset and is only found sporadically.  Endometriosis is a condition that 
sporadically affects millions of women, in the US and throughout the world.  The causes of endometriosis are 
not clearly defined, and it appears to be the result of many factors, ranging from a woman’s anatomy to possible 
elements of her immune response.  The use of menstrual cups prolongs and seems likely to increase the 
retention of menstrual fluids.  We are concerned that the use of menstrual cups alters the normal process of 
menstruation and increases the burden of endometrial tissue that enters the peritoneum, thereby causing an 
increase in a woman’s risk of developing endometriosis.  



In their subsequent response to the Petition (3, attached), the FDA noted that our concern about Cup use and
an increased risk of endometriosis was “physiologically plausible.”   However, the FDA reply specifically cites
the absence of data from a “well-designed clinical study” as a limitation on their ability to take action on
withdrawing the menstrual cups as unsafe.  They did not explain why no action was taken to label the products
regarding this “physiologically plausible” risk.

Clearly what is needed to assure the safety of the menstrual cups is clinical data.  The one available report that
associates a menstrual cup and endometriosis was published in 2003 (4).  That report describes a woman with
ligated fallopian tubes who used one type of menstrual cup (“The Keeper”) over a period of four years and
subsequently required a complete hysterectomy because of her development of severe uterine endometriosis.
The FDA reviewed this citation in their reply and commented that it was not a sufficient basis for regulatory
action.

It should be kept in mind that the menstrual cups were brought on the market by “grandfathering” their approval
status, not though the use of clinical studies to support their safety and effectiveness (see detailed discussion in
ref 5, Cup Petition, Addendum A).  In contrast with the untested menstrual cups, there are many examples of
drugs and newer medical products that have been subjected to premarketing studies, and appeared safe, but
were subsequently proven to be too dangerous for public use.  The history of such products includes the Dalkon
shield, the Rely tampon and, most recently, the drug, Vioxx.

Our questionnaire demonstrated one of the many problems involved in studying the safety of the menstrual
cups, that is, identifying a large enough population of users to produce meaningful data.   Among the additional
factors that will be important to control in future research will be the criteria used to diagnose endometriosis and
the suitable matching of menstrual cup users with controls regarding key risk factors for endometriosis.
Although the FDA groups all menstrual cups in one category, data on users of menstrual cups should be divided
into at least two categories.  The product, “Instead” is designed to sit tightly over the cervix, and data from users
of  this product should be analyzed separately from that of users of “The Keeper”, The Mooncup,” “Lunette” and
“The Diva Cup,” which sit lower in the vagina, to determine if there are practical differences in the amount of
endometrial reflux the products produce.

At this time, we have the worst of all possible risk situations -  Menstrual cups are not being studied for their
possible effect on the incidence of endometriosis, and users of the products are not being warned about the
“plausible” risk of endometriosis associated with the menstrual cups.  We will continue to explore all possible
means to improve the information available to women on the menstrual cups and promote clinical research to
determine if they can be used safely.
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April 17, 2003 

Citizen Petition 

The undersigned submit this petition under 21 CFR 10.30 of the 

Federal Food, Drug, and Cosmetic Act to request Dr. Mark McClellan, 

the Commissioner of Food and Drugs, revoke the approval for the 

marketing of the devices categorized as menstrual cups (21CFR 

884.5400) because there is a high lihood that the use of these 

devices as directed will endanger a woman's reproductive health by 

inducing endometriosis. 

Action Requested 

The FDA administrative record for the two menstrual cups 

currently marketed shows that neither was required to submit clinical 

data regarding their safety (see FDA Freedom of Information (FOI) 

Files: The Keeper: Record K870803, 1987; Instead, softcup: Record 

K971303, 1997 (abridged versions attached(Addendum A)). Until the 

manufacturers of the menstrual cups can submit suitable animal and 

clinical data to support that these devices can be safely used as 

directed without increasing the risk or severity of endometriosis, we 

hereby request the approval for the sale of menstrual cups be revoked. 

533 Fourth St., SE Washington, DC 200034222 202.544.0711 
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