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        April 24, 2017 

Division of Dockets Management 
Food and Drug Administration  
Department of Health and Human Services  
5630 Fishers Lane, Room 1061  
Rockville, MD 20852 
Submitted electronically via regulations.gov 

 

CITIZEN PETITION 

The Tatia Oden French Memorial Foundation respectfully submits the following Citizen Petition 
pursuant to 21 C.F.R. § 10.30 requesting the Commissioner of the Food and Drug Administration 
(“FDA” or “Agency”) to conduct a Sentinel query to assess rates and severity of adverse reactions 
associated with the unapproved use of misoprostol (marketed as Cytotec) for cervical ripening 
and induction of labor to determine whether regulatory action is needed to assure patient and 
neonate safety, which may include updates to existing Cytotec prescribing information, safety 
alerts, or other regulatory action deemed appropriate by FDA.  

ACTION REQUESTED 

We respectfully submit this Citizen Petition pursuant to 21 CFR 10.30 to request a protocol-based 
query of historical adverse events with misoprostol, a synthetic prostaglandin E1 (PGE1) analog, 
for cervical ripening and/or induction of labor. Published literature, single case reports, and its 
reported pharmacological action have connected misoprostol use with serious adverse effects such 
as uterine rupture and other events related to uterine hyper-stimulation. We are concerned that 
these types of serious events may be underreported to the FDA Adverse Event Reporting System 
(“FAERS”) because Cytotec is being used off-label when it is used for cervical ripening and/or 
induction of labor. 

To assure that FDA has the information it needs to address the risks presented by misoprostol 
when used as a cervical ripening and/or an induction agent, a Sentinel query could provide a more 
complete understanding of its adverse event safety profile, including a better understanding of 
rates and severity of adverse events, risk factors for such events, and any differences in risk based 
on dose or route of administration. It is our hope that such a query could ultimately provide a 
basis for additional safety warnings and other appropriate regulatory actions that will better 
inform patient and provider decision-making and greatly reduce the risk of serious adverse events 
associated with use of misoprostol in this setting.    

I. STATEMENT OF GROUNDS 
 

A. Background 
 
1. The Tatia Oden French Memorial Foundation 

 



	 2 

The Tatia Oden French Memorial Foundation is a non-profit corporation formed in March 2003 
and focused on the issues of informed consent, the off-label use of drugs, and maternal mortality. 
The Foundation is named in memory of Tatia Oden French. In December 2001, French entered a 
well-known and well-respected hospital to deliver her first child. She was 32 years old and had 
experienced a healthy pregnancy up to that point. According to her doctor’s calculations, she was 
a little under 2 weeks overdue. She was given Cytotec to induce her labor. Ten hours after being 
administered Cytotec, French suffered hyper-stimulation of her uterus, an amniotic fluid 
embolism (AFE) was released, and an emergency C-Section was performed because the baby was 
also in distress. Both French and her baby Zorah died in the operating room.  
 
The family was never able to view the medical records to determine whether the off-label use of 
misoprostol was listed as a contributing cause of death. The Coroner’s report referenced the use 
of misoprostol but provided no additional details. This lack of clarity drives our efforts to gather a 
more comprehensive review of potential adverse events associated with the off-label use of 
misoprostol for cervical ripening and/or labor induction. To date, we have taken the following 
steps to gather evidence of similar adverse events and raise awareness: 
 

• November 2004: Submission of a Citizen Petition to FDA requesting stronger warnings 
for misoprostol, which generated over 950 signatures in support. 
 

• March 2007: Met with the FDA’s Office of Women’s Health with 1,923 signatures on the 
Citizen Petition (70 of which were from women who had experienced catastrophic events 
after Cytotec inductions, including the loss of their baby or uterine rupture). 
 

• October 2016: An active MoveOn.org petition requesting that the FDA create a 
Medication Guide stating the serious adverse effects associated with misoprostol when 
used off label for labor induction.  So far, the petition has over 4,000 signatures, many 
including negative personal experiences with the use of Cytotec for inductions. 
 

2. Labor Inductions 
 

 “Cervical ripening” refers to the physical softening and distension of the cervix, leading to the 
partial cervical effacement and dilatation necessary for passage of the fetus. Biologically, it is a 
complex process involving the enzymatic dissolution and realignment of collagen molecules as a 
result of chemical changes stimulated by hormones (estrogen, progesterone, relaxin), cytokines, 
prostaglandins, and nitric oxide synthesis enzymes. An increase in the enzyme cyclooxygenase-2 
leads to a local increase of prostaglandin E2 (PGE2) in the cervix, and it is this local increase of 
PGE2 that causes a series of changes essential to cervical ripening leading to dilation.1  
 
In cases where a woman’s natural cervical status is unfavorable for vaginal delivery (i.e., firm, 
posterior, neither dilated nor effaced), the use of a medical or mechanical process to stimulate 
cervical ripening prior to the induction of labor should be considered.2 Nearly half of all induced 

																																																								
1 Goldberg, AE. Cervical Ripening. Medscape Reference. Updated January 12, 2015. 
2 ACOG Practice Bulletin No. 107: Induction of labor. Obstet Gynecol. 2009 Aug: 114(2 Pt. 1): 386-97. 
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labors require iatrogenic cervical ripening.3 These numbers reflect the sharp rise in the rate of 
labor induction during the past few decades.4 The two most common techniques for iatrogenic 
cervical ripening are mechanical interventions, such as a transcervical balloon catheter, and the 
application of cervical ripening agents, such as prostaglandins E1 or E2.  
 

3. FDA Approved Pharmacological Treatment Options for Induction of Labor 
 

Dinoprostone (prostaglandin E2) is the only approved prostaglandin for cervical ripening.  
	
Cervidil Vaginal Insert is indicated for the initiation and/or continuation of cervical ripening in 
patients at or near term in whom there is a medical or obstetrical indication for the induction of 
labor. It contains a controlled release formulation of dinoprostone (PGE2) 10 mg in a hydrogel 
insert, which is embedded in a polyester mesh that can be retrieved at the end of the dosing 
interval, or sooner if clinically indicated.  
 
Dinoprostone is also available as a gel for intracervical application (3 g gel/0.5 mg 
dinoprostone), marketed as Prepidil, which FDA has approved for cervical ripening in women at 
or near term when labor induction is indicated. Intracervical PGE2 appears to be somewhat less 
effective than intravaginal PGE2, but the risks of cesarean delivery and tachysystole with and 
without fetal heart rate (“FHR”) changes are not significantly different.5 
 
Other approved therapies include Pitocin (oxytocin injection), indicated for the initiation or 
improvement of uterine contractions in order to achieve vaginal delivery.6 
 

4. Regulatory History of Off-Label Use of Cytotec (Misoprostol) 
 

Misoprostol is marketed as Cytotec for the oral treatment of peptic ulcers. In the United States, 
misoprostol is approved as an oral tablet (100 or 200 µg) indicated for reducing the risk of 
NSAID–induced gastric ulcers in patients at high risk of complications from gastric ulcer and 
patients at high risk of developing gastric ulceration. FDA classifies Cytotec (misoprostol) as a 
Pregnancy Category X drug. Due to its abortifacient property, misoprostol is also administered as 
part of the labeled use of mifepristone (Mifeprex) for early termination of pregnancy, at a dosage 
of two 200 µg tablets on day 3 following administration of mifepristone, unless complete abortion 
is confirmed before that time. 

Misoprostol has also been used off label in pregnancy to induce labor and ripen the cervix.7  For 
these purposes, misoprostol is given to women in a variety of doses and routes of administration. 

																																																								
3 Stephenson, ML and Wing, DA. A novel misoprostol delivery system for induction of labor: clinical utility and 
patient considerations. Drug Des Devel Ther. 2015; 9: 2321–2327. 
4 Hamilton BE, Martin JA, Osterman MJ, Curtin SC, Matthews TJ. Births: Final data for 2014. Natl Vital Stat Rep. 
2015;64(12): 1-64.  
5 Boulvain M, Kelly A, Irion O. Intracervical prostaglandins for induction of labour. Cochrane Database Syst Rev. 
2008. 
6	Pitocin Label, March 26, 2007. Available at 
http://www.accessdata.fda.gov/drugsatfda_docs/label/2007/018261s028lbl.pdf	
7 Stephenson ML, Wing DA. Misoprostol for induction of labor. Semin Perinatol. 2015;39(6):459-462.  
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These obstetric uses have not been approved as safe and effective by the Agency, and thus are not 
included as indications in the product’s labeling.8  

Numerous articles describe serious adverse events associated with use of misoprostol for cervical 
ripening and/or induction of labor, including hyper-stimulation of the uterus, meconium-stained 
amniotic fluid, amniotic fluid embolism, severe vaginal hemorrhage, higher rates of third- and 
fourth-degree lacerations than other induction drugs, high cesarean rates, fetal distress, and high 
incidence of infants referred to neonatal intensive care unit. Two maternal deaths of women 
treated with misoprostol have been discussed in the literature: a Venezuelan mother (Agüero 
1996) and a woman participating in a study in Los Angeles (Wing and Paul 1996). An additional 
published case report documented a woman induced by one 25 µg dose of misoprostol vaginally. 
Her pregnancy was uncomplicated and she had an unscarred uterus. Her labor progressed rapidly 
and she experienced hyper-stimulation, meconium stained amniotic fluid, uterine rupture, and 
excessive blood loss. The woman and child survived but the child was diagnosed with cerebral 
palsy. The case was never reported as an adverse event, underlying the potential issue of 
underreporting of serious adverse events associated with unapproved uses of drugs like 
misoprostol.9  

The Agency has also received Citizen Petitions that raise issues regarding the FDA’s regulation of 
unapproved obstetric uses of misoprostol for cervical ripening and induction of labor. 10 The 
petitions requested an Agency review of the risk information and warnings in the labeling for 
certain obstetric uses of misoprostol. The petitions called on the Agency to communicate the risks 
associated with misoprostol and the reporting of adverse events concerning the use of approved 
drugs for unapproved indications.   

In 2005, FDA published a Patient Information Sheet (“PIS”) notifying the public of the risks 
associated with use of misoprostol in labor and delivery. The PIS stated that FDA has not 
approved misoprostol for softening the cervix or inducing contractions to begin labor, nor to 
decrease blood loss following delivery, and adds that FDA has not received safety and 
effectiveness data to support these uses of misoprostol. Finally, it noted that serious side effects 
may occur with use of misoprostol in a labor and delivery setting, including uterine rupture, 
which may result in severe bleeding, the need for hysterectomy, or death of the mother or child.11  

In 2009, the American Congress of Obstetricians and Gynecologists (“ACOG”) issued revised 
guidelines on when and how to induce labor in pregnant women.12 The Agency considered this 
information to be “new safety information” as defined in section 505-1(b)(3) of the Food and 
Drug Administration Amendments Act of 2007 (FDAAA) and at FDA’s direction, the current 

																																																								
8 FDA Response to Citizen Petition, Docket Nos. FDA-2004-P-0116 and FDA-2000-P-1373. 

9 Rydahl, E.; Clausen, J.A. (2014), “An unreported uterine rupture in an unscarred uterus after induced labor with 
25 µg misoprostol vaginally.” Case Reports in Women’s Health 1 (2014) 8-10. 

10 The Tatia Oden French Memorial Foundation and Angie Dobbins Citizen Petition (FDA-2004-P-0116/CP1 & 
CP2); American College of Obstetricians and Gynecologists Citizen Petition (FDA-2000-P-1373). 

11  FDA Postmarket Drug Safety Information for Patients and Providers. Issued 2005, updated July 10, 2015. 
Available at: 
http://www.fda.gov/Drugs/DrugSafety/PostmarketDrugSafetyInformationforPatientsandProviders/ucm111315.htm 
12 American College of Obstetricians and Gynecologists, Practice Bulletin, Number 107, August 2009. Available at: 
https://www.mnhospitals.org/Portals/0/Documents/patientsafety/Perinatal/acog--practice_bulletin_107_2009.pdf  
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NDA holder of Cytotec revised the labeling to provide additional information about the risks 
associated with unapproved uses of misoprostol for cervical ripening and induction of labor.13  

On November 19, 2012, FDA responded to the Citizen Petitions and also approved revised 
labeling for Cytotec14 on the same day. The new FDA labeling addressed three issues: 1) it 
recognized the obstetric use of misoprostol in labor induction; 2) it created a new section on the 
labeling for obstetric use and safety information; and 3) it provided information regarding 
additional risk factors for uterine rupture.15 

The petitions (FDA-2004-P-0116/CP1&CP2 and FDA-2000-P-1373) also prompted FDA to 
reanalyze the MedWatch forms concerning misoprostol use for cervical ripening and labor 
induction received between December 1988 and November 9, 2010.16 This analysis yielded 
results that are consistent with the types and seriousness of adverse events in the labor and 
delivery setting described in the current labeling for misoprostol (notwithstanding that the 
labeling does not recommend use of misoprostol as a cervical ripening agent).17 

On July 10, 2015, FDA reaffirmed the content of the Patient Information Sheet notifying the 
public of the risks associated with use of misoprostol in labor and delivery. It is unclear what 
event(s), if any, led FDA to re-release this communication on its website.  

What seems clear, however, is that the findings from the proposed Sentinel query would allow a 
reexamination of the misoprostol warnings section to determine whether the Cytotec label, and 
PIS communications have been effective in protecting the health of neonates and mothers or 
whether additional interventions should be considered by the Agency. 

B. A More Comprehensive Form of Adverse Event Data Collection is Needed for 
Misoprostol to Ensure Patient Safety 

 
In direct response to our prior Citizen Petition (FDA-2004-P-0116/CP1), FDA specifically 
identified the Sentinel Initiative (then in an early stage of implementation) as a way to strengthen 
the adverse event reporting system and analysis of product safety information: 
 

Finally, the Foundation should be aware of the Agency’s Sentinel Initiative, which was 
launched in May 2008 in response to the mandate in the Food and Drug Administration 
Amendments Act of 2007 to establish an active surveillance system for monitoring drugs. 
The Sentinel System, once operational, will strengthen FDA’s current reporting system 
by enabling it to analyze product safety information collected from multiple sources 
during the course of routine health care, such as data from electronic health record 
systems, administrative and insurance claims databases, and medical registries.18 
																																																								

13 FDA Response to Citizen Petition. 
14	Cytotec Revised Labeling, November 19, 2012. Available at: 
http://www.accessdata.fda.gov/drugsatfda_docs/label/2012/019268s047lbl.pdf	
15 Cytotec Revised Labeling, November 19, 2012. 
16 FDA Response to Docket Nos. FDA-2004-P-0116 and FDA-2000-P-1373. 
17 Ibid. 
18 Ibid.	
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We agree that a Sentinel query to assess the safety of misoprostol would be advantageous, given 
the inherent limitations of voluntary reporting systems, including the concern that adverse events 
for unapproved uses may be underreported to the FDA FAERS, and residual uncertainties 
concerning appropriate use of misoprostol for cervical ripening, including dosing, route of 
administration, and risk factors for adverse events.  Active surveillance could provide a more 
comprehensive assessment of adverse events than is possible with the FAERS database. 
 
A Sentinel query could also provide more precise characterization of the clinical features that 
would put patients at greater risk for adverse events from misoprostol use for cervical ripening, 
including clinical features of patients in whom the risk would be unacceptable.  This would be of 
particular importance given that, in contrast to clear global trends, maternal mortality rates have 
been rising in the U.S. 19 This trend is particularly true among minority women. In 2014, the 
maternal mortality rates were 52.5 and 46.5 per 100,000 live births for non-Hispanic black and 
non-Hispanic Native American women, respectively. This compares with a rate of 20.7 per 
100,000 live births for non-Hispanic white woman. Additionally, data from the New York City 
Department of Health and Mental Hygiene show that maternal mortality was 12 times higher 
among black women than non-Hispanic white women between 2006 and 2010. 20 Supplementing 
existing safety information would, therefore, provide for better informed decision-making 
directed at communicating the risks of misoprostol use for cervical ripening and/or induction.21 
 
Recent regulatory actions based, at least in part, on Sentinel data highlight the utility and 
potential importance of a Sentinel query in enhancing risk management of the respective drugs 
listed below.  If FDA grants this Citizen Petition, we believe that the Agency may find important 
safety information resulting in a regulatory action for misoprostol:22 

• FDA ascertained that bleeding rates associated with dabigatran were not significantly 
higher than bleeding rates associated with warfarin, despite the large number of 
postmarket adverse event reports of serious and fatal bleeding events. FDA’s finding 
led to a safety communication and currently ongoing protocol-based assessment.  

• FDA confirmed that administration of a rotavirus vaccine (Rotateq) led to an 
increased risk of intussusception, which was not detected during clinical trials prior to 
approval. Information led to an FDA labeling change.  

• FDA confirmed results of case studies that demonstrated increased risk of sprue-like 
enteropathy with long-term olmesartan use, but it did not find class effects. Findings 
led to an FDA safety communication and labeling change.  

• FDA found no increase in the risk of febrile seizures in children after receiving 
vaccination with Fluzone. Findings led to an FDA safety communication. 

																																																								
19 MacDorman, MF; Declercq, E; Cabral, H; Morton, C. Recent Increases in the U.S. Maternal Mortality Rate: 
Disentangling Trends from Measurement Issues. Obstetrics & Gynecology. September 2016, Vol. 128; 3, 447-455. 
20 “Maternal Mortality Rates Much Higher for Minorities in US.” Medscape. Oct 25, 2016.  
21 FDA’s Sentinel Program Interim Assessment (FY 2015): Available here:     
http://www.fda.gov/downloads/ForIndustry/UserFees/PrescriptionDrugUserFee/UCM464043.pdf 
22 Ibid. 
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C. FDA Should Consider Available Safety and Efficacy Data As Well As Identified 
Information Gaps When Evaluating Misoprostol Labeling and Communications  

 
We believe that FDA should prioritize the proposed Sentinel query and data analysis to assess 
whether the November 19, 2012, Cytotec labeling revision and 2005/2015 PIS require updates or 
supplementary regulatory action. The known safety and efficacy information on misoprostol’s 
use as a cervical ripening and/or induction agent, which comes from both the medical literature 
and practice guidelines, provides important context for this assessment and highlights the 
absence of certain types of data that are typically available for an FDA-approved drug. We 
request that FDA consider all of the available information on the use of misoprostol in this 
setting, including the known risks and information gaps identified in the section below. 
 
Once the Sentinel data have been accessed, FDA should systematically evaluate the results, in 
conjunction with all other historical data, to help address some of the remaining uncertainties 
related to dosing, route of administration, and rates and severity of adverse effects for 
misoprostol when used for cervical ripening.   
		

1. Evidence of Increased Risk of Tachysystole with and without FHR Changes Warrants 
Further Investigation 
 

A 2010 Cochrane Pregnancy and Childbirth Group review of trials compared vaginal 
misoprostol to vaginal prostaglandin E2, intracervical prostaglandin E2, or oxytocin; the findings 
indicate an increase in uterine hyper-stimulation, with or without FHR changes, with 
misoprostol, as well as an increase in meconium-stained fluid compared to vaginal and 
intracervical PE2.23 Similarly, a 2014 Cochrane meta-analysis that included trials comparing oral 
misoprostol to intracervical or vaginal dinoprostone found that, in comparison to intracervical 
dinoprostone, oral misoprostol was associated with a significantly higher rate of uterine hyper-
stimulation, with and without FHR changes.24  
 
Given the potential that tachysystole with corresponding FHR decelerations could adversely 
affect the fetus, we believe that this imbalance in the safety profile of misoprostol compared to 
other agents warrants further investigation. 

2. Optimal Dose and Route Of Administration Have Not Been Established  

When a drug is approved by FDA for a specific indication, it has undergone a rigorous 
evaluation of safety, quality, and effectiveness.  The rigorous review helps to inform labeling 
that provides adequate data to guide use of the product in a patient population, such as 
information about the recommended dose and data on the drug’s clinical pharmacology. In this 
case, however, the professionals who regularly use misoprostol to induce labor are lacking this 

																																																								
23 Hofmeyr GJ, Gülmezoglu AM, Pileggi C. Vaginal misoprostol for cervical ripening and induction of labour. 
Cochrane Database of Syst Rev. 2010(10):CD000941.   
24 Alfirevic Z, Aflaifel N, Weeks A. Oral misoprostol for induction of labour. Cochrane Database Syst Rev. 
2014(6):CD001338.	
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fundamental source of data, and their clinical practice guidelines indicate that other sources have 
not sufficiently filled the information gap.    
 
Per ACOG clinical management guidelines for induction of labor:  
 

• The recommended initial dose of misoprostol is 25 µg (one quarter of a 100 µg 
tablet)25, administered intravaginally every 3-6 hours.  

• Although higher doses (50 µg every 6 hours) may be given if there is a failure to 
respond, the risk of complications increases as well, including the risk of uterine 
tachysystole with fetal heart rate (“FHR”) decelerations.  

• Misoprostol can be administered orally at a dose of 50 µg to initiate cervical ripening 
and induce labor; although this route may be less effective, it is associated with fewer 
abnormal FHR patterns and episodes of uterine tachysystole with FHR changes.26 

 
However, the guidelines acknowledge that misoprostol should be studied further to clarify 
existing questions surrounding the safe use of the drug in this setting:  

 
Although misoprostol appears to be safe and effective in inducing labor in women 
with unfavorable cervices, further studies are needed to determine the optimal 
route, dosage, timing interval, and pharmacokinetics of misoprostol. Moreover, 
data are needed on the management of complications related to misoprostol use 
and when it should be discontinued.27 

 
While the guidelines recommend intravaginal administration, they also state that vaginal 
misoprostol has been consistently associated with higher rates of tachysystole, with or without 
subsequent changes in FHR, compared to vaginal or intracervical dinoprostone or oxytocin 
alone.28  The majority of the published literature has analyzed vaginal and oral dosing. Buccal 
and sublingual administrations have been studied, but to a lesser extent, and these routes are not 
currently recommended until further research is completed.29  
 
In addition, the ACOG guidelines state that misoprostol should not be used for cervical ripening 
in women having vaginal birth after cesarean (“VBAC”) or in women with prior major uterine 
surgery, due to its association with an increase in uterine rupture in this population. One 
randomized trial comparing misoprostol to oxytocin for the induction of labor in women with 
previous cesarean delivery was halted early after 2 of 17 women treated with misoprostol 
experienced disruption of the prior uterine incision.30  

																																																								
25 Not noted in the ACOG guidelines, but worth mentioning here is that the misoprostol tablet is produced unscored, 
which may compromise the ability to accurately administer exactly one quarter of the tablet.	
26 ACOG Practice Bulletin. 
27 ACOG Practice Bulletin. 
28 Hofmeyr GJ, Gulmezoglu AM. Vaginal misoprostol for cervical ripening and induction of labour. Cochrane 
Database of Systematic Reviews 2003. 
29 Stephenson, Ibid. 
30 Wing DA, Lovett K, Paul RH. Disruption of prior uterine incision following misoprostol for labor induction in 
women with previous cesarean delivery. Obstet Gynecol 1998;91:828–30; Induction of labor for VBAC. ACOG 
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The complications and risk factors cited in the guidelines are reflected in the revised labeling of 
misoprostol, and FDA appears to believe that this information will help guide physicians’ 
decision-making regarding safe use of the drug. The data gathering and analysis that we propose 
would yield important insight as to whether these precautions, taken together with the guidelines, 
are adequate for the safe and appropriate use of Cytotec in the absence of an approved label.  

 
3. Additional Known Risks that Need More Complete Data to Ensure Patient Safety 
 

The existing information about the safety of misoprostol remains inadequate in several important 
areas. For instance, the authors of the 2010 Cochrane review stated that, given the small size of 
the trials reviewed, they were unable to assess whether use of vaginal misoprostol increases the 
risk of uterine rupture in women with or without previous cesarean section compared to other 
prostaglandins or oxytocin. Based on published observational studies, the risk of uterine rupture 
appears to be high for women with a prior cesarean delivery or major uterine surgery, and there 
is at least one published case report in which misoprostol was linked to rupture of an unscarred 
uterus.  
 
Additionally, although the 2014 Cochrane meta-analysis found no apparent difference in 
neonatal or maternal morbidity or mortality, the authors note that the small number of trials 
available for their analysis made it impossible to exclude a difference in rare adverse fetal 
outcomes with oral misoprostol compared to other methods. They propose a patient registry as 
an alternative to extremely large trials or meta-analyses. Along the same lines, the reviewers 
conclude that “[o]nly large, pragmatic trials with adequate sample size or large registries will be 
able to address the risks of uterine hyper-stimulation, uterine rupture, serious neonatal and 
maternal morbidity, and long-term safety.”31   
 
Until such trials or registries are available, the FDA has an opportunity to use the available 
resource of the Sentinel database to supplement our understanding of these risks and take 
administrative actions such as updates to existing Cytotec prescribing information, safety alerts, 
or other regulatory action deemed appropriate by FDA. 
 

II. OTHER REQUIRED INFORMATION 
 

A. Environmental Impact 
 

The proposed action is categorically excluded from the requirement to prepare an environmental 
assessment or environmental impact statement under 21 CFR 25.30(a) and 25.31(a). 
 
B. Economic Impact 

 

																																																																																																																																																																					
Committee Opinion No. 342. American College of Obstetricians and Gynecologists. Obstet Gynecol 2006;108:465– 
7. 
31 Alfirevic, Ibid.	
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No information is required at this time.  
 
C. Certification 

 
The undersigned certifies, that, to the best knowledge and belief of the undersigned, this petition 
includes all information and views on which the petition relies, and that it includes representative 
data and information known to the petitioner, which are unfavorable to the petition. 
 
 
Respectfully submitted, 
 
 
Maddy Oden 
Executive Director 
Tatia Oden French Memorial Foundation 


