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United States District Court, 
E.D. New York. 

Annie TUMMINO et al., Plaintiffs, 
v. 

Frank M. TORTI,FN* Acting Commissioner of the 

Food and Drug Administration, Defendant. 
 

FN* Pursuant to Federal Rule of Civil Pro-

cedure 25(d), Acting Commissioner Frank 

M. Torti has been substituted for former 

Commissioner Andrew C. von Eschenbach 

as defendant in this case. Earlier in this liti-

gation, Commissioner von Eschenbach was 

substituted for former Commissioner Lester 

M. Crawford, the original named defendant. 
 

No. 05-CV-366 (ERK)(VVP). 
March 23, 2009. 

 
Background: Challenge was brought against Food 

and Drug Administration's (FDA) denial of citizen 

petition that sought nonprescription availability for 

women of all ages of “Plan B” synthetic hor-

mone-based emergency contraceptive. 
 
Holdings: The District Court, Korman, J., held that: 
(1) adolescent girls who challenged denial of citizen 

petition satisfied injury-in-fact criterion for constitu-

tional standing; 
(2) girls also satisfied prudential standing; 
(3) District Court in reviewing denial of citizen peti-

tion could consider administrative record for related 

supplemental new drug applications (SNDAs); 
(4) sufficient evidence supported finding that im-

proper political influence had borne upon denial of 

citizen petition; 
(5) FDA's departures from normal procedures also 

weighed in favor of finding of bad faith; and 
(6) remand was appropriate remedy except as to 

17-year-olds, for whom contraceptive's safe use was 

conceded. 
  
Vacated and remanded. 

 
West Headnotes 

 
[1] Health 198H 323 
 
198H Health 
      198HI Regulation in General 
            198HI(E) Drugs; Medical Devices and In-

struments 
                198Hk323 k. Judicial Review or Interven-

tion. Most Cited Cases  
 

Food and Drug Administration's (FDA) denial of 

citizen petition seeking approval of switch from pre-

scription to over-the-counter (OTC) status for partic-

ular drug was reviewable by federal district court, i.e. 

was not allocated to Court of Appeals in first instance. 

Federal Food, Drug, and Cosmetic Act, § 503(b)(3), 

21 U.S.C.A. § 353(b)(3); 21 C.F.R. §§ 10.25(a), 

10.45(g). 
 
[2] Federal Civil Procedure 170A 103.5 
 
170A Federal Civil Procedure 
      170AII Parties 
            170AII(A) In General 
                170Ak103.1 Standing 
                      170Ak103.5 k. Pleading. Most Cited 

Cases  
 

On motion to dismiss for lack of standing, alle-

gations in complaint must be accepted as true for 

purposes of standing. 
 
[3] Federal Civil Procedure 170A 103.2 
 
170A Federal Civil Procedure 
      170AII Parties 
            170AII(A) In General 
                170Ak103.1 Standing 
                      170Ak103.2 k. In General; Injury or 

Interest. Most Cited Cases  
 
Federal Civil Procedure 170A 103.3 
 
170A Federal Civil Procedure 
      170AII Parties 
            170AII(A) In General 
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                170Ak103.1 Standing 
                      170Ak103.3 k. Causation; Redressabil-

ity. Most Cited Cases  
 

Constitutional standing requires plaintiff to show: 

(1) injury in fact; (2) which is fairly traceable to de-

fendant's conduct; and (3) which is likely to be re-

dressed by requested relief. U.S.C.A. Const. Art. 3, § 

2, cl. 1. 
 
[4] Federal Civil Procedure 170A 103.2 
 
170A Federal Civil Procedure 
      170AII Parties 
            170AII(A) In General 
                170Ak103.1 Standing 
                      170Ak103.2 k. In General; Injury or 

Interest. Most Cited Cases  
 

“Injury in fact,” for purposes of constitutional 

standing requirements, is defined as invasion of le-

gally protected interest which is: (1) concrete and 

particularized, and (2) actual or imminent, not con-

jectural or hypothetical. U.S.C.A. Const. Art. 3, § 2, 

cl. 1. 
 
[5] Federal Civil Procedure 170A 103.2 
 
170A Federal Civil Procedure 
      170AII Parties 
            170AII(A) In General 
                170Ak103.1 Standing 
                      170Ak103.2 k. In General; Injury or 

Interest. Most Cited Cases  
 

Plaintiff bears the burden of establishing each 

element of constitutional standing. U.S.C.A. Const. 

Art. 3, § 2, cl. 1. 
 
[6] Health 198H 323 
 
198H Health 
      198HI Regulation in General 
            198HI(E) Drugs; Medical Devices and In-

struments 
                198Hk323 k. Judicial Review or Interven-

tion. Most Cited Cases  
 

Adolescent girls satisfied injury-in-fact criterion 

for constitutional standing in their challenge to Food 

and Drug Administration's (FDA) denial of nonpre-

scription availability for women of all ages of “Plan 

B” emergency contraceptive; delay occasioned by 

having to obtain prescription prior to purchasing con-

traceptive could increase chance of unwanted preg-

nancy, given its effectiveness duration of 72 hours, 

and parents' obtaining Plan B on behalf of their 

daughters absent prescription for daughters' use would 

violate FDCA. U.S.C.A. Const. Art. 3, § 2, cl. 1; 

Federal Food, Drug, and Cosmetic Act, §§ 301(k), 

303(a)(1), 503(b)(3), 21 U.S.C.A. §§ 331(k), 

333(a)(1), 353(b)(3); 21 C.F.R. § 10.25(a). 
 
[7] Health 198H 323 
 
198H Health 
      198HI Regulation in General 
            198HI(E) Drugs; Medical Devices and In-

struments 
                198Hk323 k. Judicial Review or Interven-

tion. Most Cited Cases  
 

Advocacy organization and its members satisfied 

injury-in-fact criterion for constitutional standing in 

their challenge to Food and Drug Administration's 

(FDA) point-of-sale restriction on availability of “Plan 

B” emergency contraceptive, which required that 

contraceptive be kept behind pharmacy counter; bur-

den imposed by restriction might delay woman's abil-

ity to obtain Plan B quickly, and thereby reduce its 

efficacy. U.S.C.A. Const. Art. 3, § 2, cl. 1; Federal 

Food, Drug, and Cosmetic Act, § 503(b)(3), 21 

U.S.C.A. § 353(b)(3); 21 C.F.R. § 10.25(a). 
 
[8] Health 198H 323 
 
198H Health 
      198HI Regulation in General 
            198HI(E) Drugs; Medical Devices and In-

struments 
                198Hk323 k. Judicial Review or Interven-

tion. Most Cited Cases  
 

Adolescent girls satisfied prudential standing in 

their challenge to Food and Drug Administration's 

(FDA) denial of nonprescription availability for 

women of all ages of “Plan B” emergency contracep-

tive; girls were within zone of interests of FDCA since 

they were among class of individuals whom FDCA 

was intended to protect by providing non-prescription 
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access to a drug when prescription would be burden-

some and unnecessary. Federal Food, Drug, and 

Cosmetic Act, § 503(b)(1, 3), 21 U.S.C.A. § 353(b)(1, 

3); 21 C.F.R. § 10.25(a). 
 
[9] Health 198H 323 
 
198H Health 
      198HI Regulation in General 
            198HI(E) Drugs; Medical Devices and In-

struments 
                198Hk323 k. Judicial Review or Interven-

tion. Most Cited Cases  
 

On challenge against Food and Drug Admin-

istration's (FDA) denial of citizen petition that sought 

over-the-counter (OTC) availability for women of all 

ages of “Plan B” emergency contraceptive, federal 

district court was not limited to consideration of ad-

ministrative record compiled for petition alone, but 

could also consider administrative record for sup-

plemental new drug applications (SNDAs) submitted 

by drug's sponsor; SNDA materials were before FDA 

when it acted on citizen petition, and issues presented 

by citizen petition and SNDAs were identical. Federal 

Food, Drug, and Cosmetic Act, § 503(b)(3), 21 

U.S.C.A. § 353(b)(3); 21 C.F.R. § 10.25(a). 
 
[10] Administrative Law and Procedure 15A 

314 
 
15A Administrative Law and Procedure 
      15AIV Powers and Proceedings of Administrative 

Agencies, Officers and Agents 
            15AIV(A) In General 
                15Ak314 k. Bias, Prejudice or Other Dis-

qualification to Exercise Powers. Most Cited Cases  
 

To support claim of improper political influence 

on federal administrative agency, warranting finding 

of bad faith and consequent abuse of discretion under 

Administrative Procedure Act (APA), there must be 

some showing that political pressure was intended to 

and did cause agency's action to be influenced by 

factors not relevant under controlling statute. 5 

U.S.C.A. § 706(2)(A). 
 
[11] Administrative Law and Procedure 15A 

314 
 

15A Administrative Law and Procedure 
      15AIV Powers and Proceedings of Administrative 

Agencies, Officers and Agents 
            15AIV(A) In General 
                15Ak314 k. Bias, Prejudice or Other Dis-

qualification to Exercise Powers. Most Cited Cases  
 

In event of improper political influence on federal 

administrative agency, agency's consideration of some 

relevant factors does not “immunize” agency's deci-

sion, i.e. does not preclude finding of bad faith and 

consequent abuse of discretion under Administrative 

Procedure Act (APA). 5 U.S.C.A § 706(2)(A). 
 
[12] Health 198H 305 
 
198H Health 
      198HI Regulation in General 
            198HI(E) Drugs; Medical Devices and In-

struments 
                198Hk305 k. Prescription Requirement; 

Ethical Drugs. Most Cited Cases  
 

Sufficient evidence supported finding that im-

proper political influence had borne upon Food and 

Drug Administration's (FDA) denial of citizen petition 

seeking over-the-counter (OTC) availability for 

women of all ages of “Plan B” emergency contracep-

tive, as required to support determination of bad faith 

and abuse of discretion by FDA; denial went against 

recommendations of FDA's advisory committee and 

its scientific review staff, there was evidence of White 

House pressure upon FDA commissioner, and deci-

sion to permit OTC sales to women over 18 appeared 

timed to facilitate commissioner's confirmation. 5 

U.S.C.A. § 706(2)(A); Federal Food, Drug, and 

Cosmetic Act, § 503(b)(3), 21 U.S.C.A. § 353(b)(3); 

21 C.F.R. § 10.25(a). 
 
[13] Health 198H 305 
 
198H Health 
      198HI Regulation in General 
            198HI(E) Drugs; Medical Devices and In-

struments 
                198Hk305 k. Prescription Requirement; 

Ethical Drugs. Most Cited Cases  
 

Food and Drug Administration's (FDA) depar-

tures from normal procedures weighed in favor of 
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finding of bad faith, and abuse of discretion, in 

agency's denial of citizen petition seeking 

over-the-counter (OTC) availability for women of all 

ages of “Plan B” emergency contraceptive; agency 

departed by acting against its advisory committee's 

recommendation, by placing additional members on 

advisory committee to achieve ideological balance, by 

apparently making decision before scientific reviews 

were complete, and by refusing to extrapolate actu-

al-use study data from older age group to 

16-and-under group. 5 U.S.C.A. § 706(2)(A); Federal 

Food, Drug, and Cosmetic Act, § 503(b)(1, 3), 21 

U.S.C.A. § 353(b)(1, 3); 21 C.F.R. § 10.25(a). 
 
[14] Health 198H 323 
 
198H Health 
      198HI Regulation in General 
            198HI(E) Drugs; Medical Devices and In-

struments 
                198Hk323 k. Judicial Review or Interven-

tion. Most Cited Cases  
 

On district court's finding that Food and Drug 

Administration (FDA) had acted in bad faith and 

abused its discretion by denying citizen petition 

seeking over-the-counter (OTC) availability for 

women of all ages of “Plan B” emergency contracep-

tive, remand to FDA was appropriate remedy, except 

as to 17-year-olds for whom drug's safe use was con-

ceded; agency had new commissioner, so that remand 

was not necessarily futile, and district court was in no 

position to determine whether synthetic hor-

mone-based drug was safe without prescription for 

girls of very young ages. Federal Food, Drug, and 

Cosmetic Act, § 503(b)(3), 21 U.S.C.A. § 353(b)(3); 

21 C.F.R. § 10.25(a). 
 

Andrea H. Costello, Newberry, FL, Suzanne Ilene 

Novak, Janet Crepps, Sanford Cohen, Bonnie Scott 

Jones, New York, NY, Natalie N. Maxwell, Southern 

Legal Counsel, Inc., Gainesville, FL, for Plaintiffs. 
 
F. Franklin Amanat, United States Attorneys Office, 

Eastern District of New York, Brooklyn, NY, for 

Defendant. 
 

MEMORANDUM & ORDER 
KORMAN, District Judge: 

Plan B is an emergency contraceptive that can be 

used to reduce the risk of unwanted pregnancy after 

sexual intercourse. When used as directed, it can re-

duce the risk of pregnancy by up to 89 percent. Plan B 

acts mainly by stopping the release of an egg from an 

ovary. It may also prevent sperm from fertilizing an 

egg that has been released or, if fertilization has al-

ready occurred, block implantation of the resulting 

embryo in the uterus. Plan B does not have any known 

serious or long-term side effects, though it may have 

some mild and short-term side effects, such as nausea 

or abdominal pain, in some users. The approved 

dosage of Plan B is two pills taken 12 hours apart, 

each containing 0.75 mg of levonorgestrel, a synthetic 

hormone similar to the naturally occurring hormone 

progesterone. Because the drug works best when taken 

within 24 hours of sexual intercourse, it is commonly 

referred to as a “morning-after pill.” Nevertheless, the 

drug is effective if the first dose is taken within 72 

hours of sexual intercourse. Studies have shown that 

Plan B is equally effective if the two doses of levo-

norgestrel are taken less than 12 hours apart or at the 

same time. 
 

Plan B was approved for prescription-only use in 

the United States in 1999 and is the only emergency 

contraceptive drug currently available in the United 

States. Plan B and other emergency contraceptives 

with the same active ingredient are available without a 

prescription or age restriction in much of the world, 

including virtually all major industrialized nations. 

Plaintiffs-individuals and organizations advocating 

wider distribution of and access to emergency con-

traceptives, as well as parents and their minor children 

seeking access to the same-brought this action chal-

lenging the denial of a Citizen Petition, which re-

quested that the Food and Drug Administration 

(“FDA”) make Plan B available without a prescription 

to women of all ages. 
 

The FDA considered the Citizen Petition in tan-

dem with a number of proposals-referred to as sup-

plemental new drug applications 

(“SNDA”)-submitted by Women's Capital Corpora-

tion, the drug's original manufacturer. Women's Cap-

ital Corporation sold its right to market Plan B to Barr 

Pharmaceuticals, Inc. during the course of the pro-

ceedings described below. I refer to them collectively 

as the “Plan B sponsor.” The first SNDA, like the 

Citizen Petition, sought non-prescription access to 

Plan B for women of all ages. After the FDA denied 

such access, the Plan B sponsor submitted a second 

SNDA, seeking non-prescription access for women 16 
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and older. The FDA rejected that application too de-

spite nearly uniform agreement among FDA scientific 

review staff that women of all ages could use Plan B 

without a prescription safely and effectively. The Plan 

B sponsor then submitted a third SNDA, which pro-

posed making Plan B available without a prescription 

to women 17 and older. While FDA scientists and 

senior officials found that 17 year olds could use Plan 

B safely without a prescription, the FDA Commis-

sioner determined that, because of “enforcement” 

concerns, Plan B would be available without a pre-

scription only to women 18 and older. Putting aside 

for the moment the specifics of the many claims 

brought by plaintiffs and the details of each of the 

FDA's decisions, the gravamen of plaintiffs' claims is 

that the FDA's decisions regarding Plan B-on the 

Citizen Petition and the SNDAs-were arbitrary and 

capricious because they were not the result of rea-

soned and good faith agency decision-making. 
 

Plaintiffs are right. The FDA repeatedly and un-

reasonably delayed issuing a decision on Plan B for 

suspect reasons and, on two occasions, only took 

action on Plan B to facilitate confirmation of Acting 

FDA Commissioners, whose confirmation hearings 

had been held up due to these repeated delays. The 

first occasion involved the confirmation of 

then-Acting FDA Commissioner Lester M. Crawford, 

who froze the review process for seven months in 

2005. In order to overcome a hold that had been placed 

on his nomination by two Senators, the Secretary of 

Health and Human Services promised that the FDA 

would act on Plan B by September 2005. After Dr. 

Crawford was confirmed by the Senate in July 2005, 

however, he reneged on the promise and, instead, 

delayed action another eleven months to pursue, and 

then abandon, a rulemaking with respect to Plan B. 

There is also evidence that when the FDA finally 

decided to approve non-prescription use of Plan B for 

women 18 and older, it did so to facilitate the con-

firmation of Commissioner Crawford's successor, 

then-Acting FDA Commissioner Andrew C. von 

Eschenbach, whose confirmation certain Senators had 

vowed to block because of the continued delays on 

Plan B. 
 

These political considerations, delays, and im-

plausible justifications for decision-making are not the 

only evidence of a lack of good faith and reasoned 

agency decision-making. Indeed, the record is clear 

that the FDA's course of conduct regarding Plan B 

departed in significant ways from the agency's normal 

procedures regarding similar applications to switch a 

drug product from prescription to non-prescription 

use, referred to as a “switch application” or an 

“over-the-counter switch.” For example, FDA upper 

management, including the Commissioner, wrested 

control over the decision-making on Plan B from staff 

that normally would issue the final decision on an 

over-the-counter switch application; the FDA's denial 

of non-prescription access without age restriction 

went against the recommendation of a committee of 

experts it had empanelled to advise it on Plan B; and 

the Commissioner-at the behest of political ac-

tors-decided to deny non-prescription access to 

women 16 and younger before FDA scientific review 

staff had completed their reviews. 
 

In light of this evidence, the FDA's denial of the 

Citizen Petition is vacated and the matter is remanded 

to the FDA for reconsideration of whether to approve 

Plan B for over-the-counter status without age or 

point-of-sale restrictions. While the FDA is free, on 

remand, to exercise its expertise and discretion re-

garding the proper disposition of the Citizen Petition, 

no useful purpose would be served by continuing to 

deprive 17 year olds access to Plan B without a pre-

scription. Indeed, the record shows that FDA officials 

and staff both agreed that 17 years olds can use Plan B 

safely without a prescription. The FDA's justification 

for this age restriction, that pharmacists would be 

unable to enforce the prescription requirement if the 

cutoff were age 17, rather than 18, lacks all credibility. 
 

I now proceed to outline the statutory and regu-

latory framework for the FDA's consideration of 

over-the-counter switch applications in general, detail 

the FDA's evaluations of and decisions regarding Plan 

B, and recount the procedural history of this action. I 

then turn to the merits of plaintiffs' claim that the 

FDA's denial of the Citizen Petition was arbitrary and 

capricious. 
 

I. Background 
A. Statutory and Regulatory Background 

Under the Federal Food, Drug, and Cosmetic Act 

(“FDCA”), 21 U.S.C. §§ 301 et seq., no new drug 

product may be sold in the United States unless the 

Secretary of Health and Human Services (“Secretary”) 

first approves a new drug application (“NDA”) sub-

mitted by the drug's sponsor. Id. § 355. The Secretary 

delegated primary responsibility over drug regulation 
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to the Commissioner of the FDA (“Commissioner”). 

Id. § 393(d). As part of the NDA, the drug sponsor 

must submit, inter alia, “full reports of investigations 

which have been made to show whether or not such 

drug is safe for use and whether such drug is effective 

in use” to the FDA. Id. § 355(b)(1)(A). An NDA will 

be denied if “the investigations ... do not include ad-

equate tests by all methods reasonably applicable to 

show whether or not such drug is safe for use under the 

conditions prescribed, recommended, or suggested in 

the proposed labeling thereof,” “the results of such 

tests show that such drug is unsafe for use under such 

conditions or do not show that such drug is safe for use 

under such conditions,” or there is “insufficient in-

formation to determine whether such drug is safe for 

use under such conditions.” Id. §§ 355(d)(1), (2), (4). 
 

A drug must be dispensed by prescription if, 

“because of its toxicity or other potentiality for 

harmful effect, or the method of its use, or the collat-

eral measures necessary to its use, [it] is not safe for 

use except under the supervision of a practitioner 

licensed by law to administer such drug.” Id. § 

353(b)(1)(A). A drug may be moved from prescrip-

tion-only to non-prescription status when the Secre-

tary deems that the prescription requirement is not 

necessary for the protection of the public health. Id. § 

353(b)(3). Specifically, the applicable regulation 

provides that: 
 

Any drug limited to prescription use ... shall be 

exempted from prescription-dispensing require-

ments when the Commissioner finds such require-

ments are not necessary for the protection of the 

public health by reason of the drug's toxicity or 

other potentiality for harmful effect, or the method 

of its use, or the collateral measures necessary to its 

use, and he finds that the drug is safe and effective 

for use in self-medication as directed in proposed 

labeling. 
 

21 C.F.R. § 310.200(b). Many new drugs are ini-

tially approved for prescription-only status and then 

later considered for non-prescription status, i.e., an 

over-the-counter or OTC switch. A drug is suitable for 

OTC use when found to be safe and effective for 

self-administration and when its labeling clearly pro-

vides directions for safe use and warnings regarding 

unsafe use, side effects, and adverse reactions. See id. 

§ 330.10(a)(4)… . 
 

There are two means by which the FDA can 

switch a prescription-only drug to non-prescription 

status. First, it can promulgate a regulation changing 

the drug's status. See 21 U.S.C. § 353(b)(3). This 

rulemaking process may be initiated by the Commis-

sioner, 21 C.F.R. § 310.200(b), or by any interested 

person who files a citizen petition. Id. § 10.25(a). 

Within 180 days of receipt of the petition, the Com-

missioner must either approve or deny the petition or 

provide “a tentative response [to the petitioner], in-

dicating why the agency has been unable to reach a 

decision on the petition.” Id. § 10.30(e)(2)(iii). Al-

ternatively, a drug sponsor may request an 

over-the-counter switch. Id. § 310.200(b)… . 
 

The Commissioner delegated authority over OTC 

switch applications to the FDA's Center for Drug 

Evaluation and Research (“CDER”). FDA Staff 

Manual Guidelines (“SMG”) 1410.30(1), 

1410.104(1). OTC switch applications are reviewed 

by two offices within CDER: the Office of Drug 

Evaluation (“ODE”) V, which reviews all OTC switch 

applications, and, in this case, the ODE III, which 

includes the Division of Reproductive and Urologic 

Drug Products (“DRUDP”). CDER may seek scien-

tific advice from outside experts by empanelling an 

advisory committee to provide a recommendation on 

an application. After reviewing the OTC switch ap-

plication and the advice of the advisory committee, the 

directors of the two ODEs make a decision. If the 

Director of CDER disagrees with that decision, the 

Director may change the decision. Pls.' Ex. B at 9 

(General Accountability Office, Food and Drug Ad-

ministration: Decision Process to Deny Initial Ap-

plication for Over-the-Counter Marketing of the 

Emergency Contraceptive Drug Plan B Was Unusual, 

GAO Doc. No. GAO-06-109 (November 2005), 

hereinafter “GAO Report”). 
 
B. Factual Background 

In February 1997, the FDA announced that cer-

tain combined oral contraceptives are safe and effec-

tive for emergency use, and requested sponsors to 

submit new drug applications for that use. On July 28, 

1999, the FDA approved an NDA for Plan B submit-

ted by the Plan B sponsor. Plan B then became 

available to consumers in the United States on a pre-

scription-only basis. 
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1. Filing of the Citizen Petition and First OTC 

Switch Application 
On February 14, 2001, one of the named plain-

tiffs, the Association of Reproductive Health Profes-

sionals (“ARHP”), and sixty-five other organizations 

(together the “petitioners”) filed a Citizen Petition, 

asking the FDA to switch Plan B, and all emergency 

contraceptives like it, from prescription-only to 

over-the-counter status without age or point-of-sale 

restrictions… . 
 

Dr. Andrea Leonard-Segal of the Division of the 

Over-the-Counter Drug Products (“DOTCDP”), who 

reviewed the Citizen Petition in April 2001, identified 

a number of safety concerns which needed evaluation 

through an actual use study. Id. at Tummino (“T”) 

30023. Among these concerns were whether con-

sumers would use emergency contraception instead of 

more effective forms of birth control, whether ado-

lescent girls could comprehend and use emergency 

contraception, and whether the availability of emer-

gency contraception would dissuade consumers from 

being tested for sexually transmitted diseases. Dr. 

Segal noted that the sponsor of Plan B “expressed a 

willingness to work with the Agency to address the[ ] 

concerns” raised by the petition. Id. 
 

On September 6, 2001, the FDA advised the pe-

titioners that it had not yet resolved the issues raised in 

the Citizen Petition, but that it would respond “as soon 

as we have reached a decision on your request.” Def.'s 

Ex. 1 at CP029. The FDA did not respond for nearly 

five more years, when it announced, on June 9, 2006, 

that it had denied the petition. Id. at CP001-19. During 

this period, however, the FDA communicated regu-

larly with the Plan B sponsor about its anticipated 

SNDA. Indeed, in February 2001, shortly before the 

Citizen Petition had been filed, FDA staff met with the 

Plan B sponsor to discuss a development plan for an 

over-the-counter switch application, including the 

details for a proposed actual use study and label 

comprehension study. Def.'s Ex. 3. at T-30005-17. 

Specifically, the FDA made a number of recommen-

dations regarding the age composition of participants 

in a proposed actual use study and the importance of 

enrolling young adolescents. The sponsor indicated 

that it would seek to enroll at least 50 participants aged 

17 years of age or younger. Id. at T-30047. The FDA 

did not disapprove of this figure or recommend a 

larger number. See id. at T-30254. Indeed, in subse-

quent meetings prior to the filing of the SNDA, FDA 

staff assured the sponsor that the actual use study, the 

study the FDA considered “pivotal” to the application, 

“appear[ed] to be adequate for filing.” Id. Moreover, 

as early as April 2002, the FDA informed the Plan B 

sponsor that results from trials in the adult population 

could be extrapolated to the postmenarcheal pediatric 

population. Pls.' Ex. F-1 at T-30100. The Director of 

the Office of New Drugs (“OND”), Dr. John K. Jen-

kins, noted that “the Agency has a long history of 

extrapolating findings from clinical trials in older 

patients to adolescents.” Pls.' Ex. A-3 at T-30898. 
 

On April 21, 2003, over two years after it had 

begun discussions with the FDA, the Plan B sponsor 

submitted an SNDA formally requesting that Plan B 

be switched from prescription-only to OTC status 

without age or point-of-sale restriction. On June 9, 

2003, the FDA accepted the SNDA for review and set 

a goal date of February 20, 2004 to render a decision 

on the application. Def.'s Ex. 3 at T-30284. 
 
2. Review of First OTC Switch Application: OTC 

Access Without Age Restriction 
As discussed above, while the Plan B sponsor did 

not formally submit the SNDA until April 2003, the 

FDA was aware of and anticipated the application well 

in advance. Indeed, at an Office of the Commissioner's 

meeting in June 2002, FDA officials-including then 

Deputy Commissioner Dr. Lester Crawford-and re-

view staff discussed the “political sensitivity” of a 

potential switch to OTC status for Plan B. Pls.' Ex. 

A-1 at T-30167. These discussions regarding the po-

litical implications of the switch applications were not 

limited to intra-agency meetings: On the very same 

day that the Plan B sponsor first formally requested 

OTC status, then-FDA Commissioner Dr. Mark 

McClellan discussed the pending application with Jay 

Lefkowitz, the Deputy Assistant to the President for 

Domestic Policy at the White House. Id. at T-509. 

Commissioner McClellan testified that he had pro-

vided several updates on the Plan B application to 

relevant policy staff at the White House. Pls.' Ex. D-2 

at McClellan Dep. 140:19-141:13. 
 

. …The Advisory Committee for Reproductive 

Health Drugs, which, along with the Advisory Com-

mittee for Non-prescription Drugs (together the “Ad-

visory Committee”), was empanelled by the FDA to 

make recommendations as to how the FDA should 

respond to the OTC switch applications. See 68 Fed. 

Reg. 66113 (Nov. 25, 2003). 
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… . 
In preparation for the Advisory Committee 

meeting, which would consider whether to recom-

mend approval of the Plan B sponsor's switch appli-

cations, review staff met with and informed Commis-

sioner McClellan that “[t]he results of the AUS [actual 

use study] demonstrated that the frequency of unpro-

tected sex did not increase, condom use did not de-

crease, and the overall use of effective contraception 

did not decrease [with use of Plan B].” Def.'s Ex. 3 at 

T-30394. Staff noted that while only 5 percent of 

subjects recruited for the actual use study were in the 

16 and younger age group, the Plan B sponsor sup-

plemented the actual use study data with reports and 

behavioral studies from the medical literature. Id. 

These studies enrolled more than 1,000 subjects ages 

16 and younger, Pls.' Ex. A-3 at T-30868; Pls.' A-2 at 

T-30809, and lent further support to a finding that 

young adolescents can use Plan B safely in an OTC 

setting. 
 

On December 16, 2003, the Advisory Committee 

voted 23 to 4 in favor of the recommendation to ap-

prove Plan B for over-the-counter status without age 

or point-of-sale restrictions. Def.'s Ex. 2 at T-10792; it 

voted unanimously that Plan B is safe for use in a 

non-prescription setting, and voted 27 to 1 that the 

actual use study data submitted by the Plan B sponsor 

could be generalized to the overall population of po-

tential non-prescription users of Plan B, i.e., data from 

older age groups could be extrapolated to younger 

ones. Id. at T-10754... .  
 

While the Advisory Committee does not have the 

final say regarding the OTC switch applications, the 

FDA has followed advisory committee recommenda-

tions in every OTC switch application in the last 

decade: Of the 23 OTC switch applications reviewed 

by advisory committees from 1994 to 2004, the Plan B 

over-the-counter switch application was the only one 

that was not approved after the joint committee voted 

to recommend its approval. See Pls.' Ex. B, GAO 

Report at 1-4, 34-35. A meeting in late December 

2003 or early January 2004 sheds light on the reasons 

for this departure from the FDA's decision-making 

process. 
 

During that meeting, Dr. Woodcock, Acting 

Deputy Commissioner, and Dr. Steven Galson, Acting 

Director for the Center for Drug Evaluation and Re-

search (CDER), told their subordinates, Drs. Jenkins 

and Kweder, “that Plan B could not be approved on 

this round,” Pls.' Ex. D-2 at Kweder Dep. 45:6-7, and 

that the decision was to be made at the level of CDER 

Director or at the Commissioner's level. Pls.' Ex. D-1 

at Jenkins Dep. 17:9-11, 18:16-17. This was a depar-

ture from usual FDA procedures because under its 

“normal schema” a switch to OTC of a first in class 

drug, such as Plan B, would be handled at the Office 

Director level and would not require approval or sign 

off by the Commissioner's office. Id. at 16:9-21. 

Moreover, they were told that the White House had 

been involved in the decision on Plan B. Dr. Kweder 

testified that Dr. Woodcock had told her at that 

meeting that: 
 

Dr. McClellan had [not] made [the decision] on his 

own but ... the White House was involved ... we 

were told, and that it was made very clear that there 

were a lot of constituents who would be very un-

happy with ... an over-the-counter Plan B, and ... 

[there] was part of the public that needed to have the 

message that we were taking adolescents and re-

productive issues seriously. 
 

Moreover, the pressure coming from the White 

House appears to have been transmitted down by the 

Commissioner's office in such a way as to signifi-

cantly affect Dr. Galson's position on the 

over-the-counter switch application. While Dr. Galson 

would ultimately concur with Commissioner 

McClellan's decision and sign the Not-Approvable 

letter in May 2004, Dr. Jenkins testified 
 

that during the time that we were reviewing the 

Application before we went to the Advisory Com-

mittee, I never had any indication from either Dr. 

Woodcock or Dr. Galson that they felt that the 

product should not be available over the counter 

without age restriction, so nothing in their commu-

nications with me ever led me to think that they 

were thinking that this should not be approved or 

should not be available. 
 

Pls.' Reply Ex. 4 at Jenkins Dep. 231:18-232:4. 

Dr. Jenkins further testified that “[o]ver the course of 

the time after [this] lunch meeting” and subsequent 

meetings with review staff and the Commissioner 

“there were occasions where ... Dr. Galson ... told me 

that he felt that he didn't have a choice, and ... that he 

wasn't sure that he would be allowed to remain as 

Center Director if he didn't agree with the 
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[Not-Approvable] Action.” Id. at 232:5-17; see also 

Pls.' Ex. D-1 at Jenkins Dep. 51:2-8. Dr. Jenkins' 

testimony is corroborated by the deposition testimony 

of Dr. Susan Wood, then-Assistant Commissioner for 

Women's Health and Director of the FDA Office of 

Women's Health. Dr. Wood testified that Dr. Galson 

conveyed that “he felt that he would not be able to 

work with the leadership of the Agency in an effective 

manner if [the Not-Approvable] letter ... did not go 

through.” Pls.' Reply Ex. 4 at Wood Dep. 24:13-16. 
 

Nevertheless, FDA review staff continued their 

“first review cycle” for the OTC switch application 

submitted by the Plan B sponsor. On January 9, 2004, 

Dr. Curtis Rosebraugh, Deputy Director of the Divi-

sion of OTC Drugs, recommended approval of the 

application submitted by the Plan B sponsor, con-

cluding that Plan B has a “low misuse and abuse po-

tential” and is “safe and effective.” Pls.' Ex. F-1 at 

T-30454. Moreover, he suggested that Plan B could 

decrease unwanted teen pregnancy by up to 70 percent 

and reduce teen abortions. Id. at T-30455. 
 

On January 15, 2004, less than a week after 

Rosebraugh circulated his memorandum, and before 

other FDA offices had completed their respective 

reviews, Dr. Galson met with and informed members 

of the ODE III, ODE V and OND that the Commis-

sioner's office had decided that the FDA would issue a 

Not-Approvable letter because of a lack of adequate 

data to support appropriate use of Plan B by adoles-

cents under 16. Def.'s Ex. 3 at T-30666-70; Pls.' Ex. 

D-1 at Houn Dep. 21:7-12. There is evidence that 

Commissioner McClellan made this decision before 

FDA staff had completed their scientific reviews of 

that data… . 

  

Nevertheless, a week after the January meeting, 

Dr. Jonca Bull, Director of ODE V, circulated a 

memorandum which concurred with the favorable 

reviews submitted by a number of other FDA staff 

reviewers, supra. Dr. Bull wrote 
 

There is no basis on which to assume that young 

women of child bearing potential would suddenly 

become promiscuous because of this product. In-

deed, the data submitted evidenced a decrease in 

sexual activity short term.... I am unable to identify 

evidence in the medical literature to support the 

assertion that the availability of contraception di-

rectly increases high risk sexual behavior. 

 
Pls.' Ex. F-1 at T-30649-50 (emphasis added). Dr. 

Bull concluded that the Plan B sponsor “adequately 

demonstrated that women of reproductive potential 

across relevant age subgroups can use the product 

appropriately.” Id. at T-30651. 
 

In mid-February, FDA staff attempted to address 

Commissioner McClellan's expressed concerns re-

garding the impact of non-prescription access to Plan 

B on young adolescents. They presented him with an 

analysis of additional data available on the OTC use of 

Plan B by adolescents. Def.'s Ex. 3 at T-30720-21. 

Staff concluded that “the benefits of timely access 

outweighed any risk for all women, including ado-

lescents,” and supported OTC availability without any 

age restriction. Id. at T-30720. Commissioner 

McClellan, however, was “not convinced the studies 

had enough power to determine if there were behav-

ioral differences between adults and adolescents” and 

directed CDER to work with the drug's sponsor on a 

marketing plan to restrict Plan B access to appropriate 

age groups. Id. at T-30721. 
 

Responding to these concerns, the Plan B sponsor 

indicated its willingness to modify its original pro-

posal that would have made Plan B available 

over-the-counter without any age restriction. Instead, 

the Plan B sponsor submitted an informal proposal to 

market Plan B OTC to consumers age 16 and over, 

while maintaining the product's prescription status for 

consumers under age 16. Def.'s Ex. 4 at SNDA 

001-004. Under this proposal, both prescription and 

OTC Plan B would be marketed in the same package 

and would be distributed from behind pharmacy 

counters with proof-of-age required. Id. Notwith-

standing this revised proposal, FDA scientific review 

staff uniformly and strongly supported approval of 

Plan B for OTC sales without age or point-of-sale 

restrictions. Numerous scientists submitted memo-

randa to this effect in March and April 2004. Signifi-

cantly, the memoranda squarely addressed upper 

management concerns that there was insufficient data 

on young adolescent use. Reviewers analyzed the 

actual use data as well as data from five other studies 

that were submitted with the initial SNDA. Of the 

more than 11,000 enrollees in those studies, just over 

1,000 were under 16, nearly 2,000 were 17 or younger, 

and at least 200 of the subjects in one study were aged 

13 to 15. Pls.' Ex. A-3 at T-30868; Pls.' Ex. A-2 at 

T-30809 & n. 5. 
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In reviewing the available data, Dr. Daniel Davis, 

Division of Reproductive and Urologic Drug Products 

(DRUDP) Medical Officer, squarely addressed 

“concern [s] over the OTC availability of emergency 

contraception and the effect that this might have on 

adolescent behavior (e.g., increasing sexual promis-

cuity).” Pls.' Ex. A-2 at T-30810. Dr. Davis found that 

the data did not support these concerns, rather it 

“suggest[ed] that ready access to OTC Plan B ... 

would have little impact on sexual behavior and con-

traceptive practices in younger adolescents.” Id. at 

T-30812. Dr. Rosebraugh concluded similarly: 
 

The data ... is quite compelling to dispel any poten-

tial concerns regarding adolescent use or changes in 

sexual[ ] behaviors associated with plan B use.... In 

terms of OTC switch applications, this drug has 

more information available to allow us to predict 

consumer behaviors than any drug the Divisions 

ha[ve] approved for switch in recent memory. If this 

is not enough data upon which to base a decision, it 

is unclear what would constitute enough data or 

even if that is an obtainable goal. 
 

Id. at T-30757 (emphasis added)… . 
 

Later in April 2004, Dr. Jenkins, Director of the 

Office of new Drugs, issued his review concurring 

with the recommendations of ODE III and ODE V. Id. 

at T-30897-99. He concluded 
 

that increased access for adolescents to emergency 

contraception did not result in inappropriate use of 

Plan B as a routine form of contraception, an in-

crease in the number of sexual partners, an increase 

in the frequency of unprotected intercourse, or an 

increase in the frequency of sexually transmitted 

diseases. 
 

Id. at T-30898 (emphasis added). Responding 

directly to concerns that the label comprehension and 

actual use studies enrolled too few young adolescents, 

Dr. Jenkins noted: 
While it is true that the number of adolescents en-

rolled in the sponsor's studies was relatively small, 

these studies did not exclude adolescent women 

from enrollment and were conducted in settings that 

would be expected to capture a representative 

population of women who currently seek emergency 

contraception. Therefore, it is likely that the per-

centage of patients enrolled in these studies is an 

accurate reflection of the potential users of Plan B 

in an OTC setting. 
 

Id. at T-30897-98 (emphasis added); see also Pls.' 

Ex. A-1 at T-10949 (Acting Director of the Division 

of Pediatric Drug Development concurring that 

number of adolescents enrolled in study reflected their 

actual use of Plan B and waiving pediatric study be-

cause of the minimal number of individuals of that age 

using Plan B). 
 

Moreover, Dr. Jenkins concluded that the data 

“do[es] not suggest that adolescent women are sig-

nificantly different from older women in their com-

prehension of the labeling or appropriate use of the 

product in the OTC setting.” Pls.' Ex. A-3 at T-30898. 

He found no “compelling scientific reason” to “dis-

tinguish[ ] the safety and efficacy of Plan B ... among 

different ages of women of childbearing potential.” Id. 

To the contrary, Dr. Jenkins wrote, “the Agency has a 

long history of extrapolating findings from clinical 

trials in older patients to adolescents in both prescrip-

tion and non-prescription approvals and this practice 

was recently incorporated into the Pediatric Research 

and Equity Act (PREA).” Id.; see 21 U.S.C. § 

355c(a)(2)(B)(ii) (“A study may not be needed in each 

pediatric age group if data from one age group can be 

extrapolated to another age group.”). 
 

Nevertheless, on May 6, 2004, Dr. Galson, Acting 

Director of the Center for Drug Evaluation and Re-

search, sent the Plan B sponsor a Not-Approvable 

letter on the initial SNDA. Pls.' Ex. A-3 at T-30904. 

Dr. Galson told the sponsor that before the OTC 

switch could be approved it needed to provide more 

information on safe use by women under 16, or more 

information in support of a dual marketing plan that 

would sell Plan B as a prescription-only product to 

women under 16. Id. at T-30904. Central to this deci-

sion, was Dr. Galson's refusal to extrapolate the find-

ings from the actual use study in the 17 and older age 

group (with 518 enrollees) to the 16 and younger age 

group (with 22 enrollees). Id. at T-30913; see also id. 

at T-30868. Dr. Galson reasoned that it is “very dif-

ficult to extrapolate data on behavior from older ages 

to younger ages” because of the diminished capacity 

of adolescents to make rational decisions and the 

“large developmental differences” between early- and 

mid-adolescence. Id. at T-30901. This conclusion was 

a departure from the FDA's “long history” of extrap-

http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&CMD=ML&DocName=Ib60fdf44475411db9765f9243f53508a&FindType=MP
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http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&CMD=ML&DocName=Ib60fdf44475411db9765f9243f53508a&FindType=MP
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&CMD=ML&DocName=Ib60fdf44475411db9765f9243f53508a&FindType=MP
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&CMD=ML&DocName=Ic8edbc8c475411db9765f9243f53508a&FindType=UM
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http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&CMD=ML&DocName=Ib60fdf44475411db9765f9243f53508a&FindType=MP
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olating data for other contraceptives, including pre-

scription oral contraceptives. See T-1212-14; Pls.' Ex. 

B, GAO Report at 5. 
 

Dr. Galson also rejected the view held by review 

staff (discussed above) that the behavioral studies the 

Plan B sponsor had submitted “approximate actual 

OTC use sufficiently to support approval.” Pls.' Ex. 

A-3 at T-30902. Because some of the studies provided 

“product education assistance beyond what adoles-

cents would receive in an OTC situation,” their results 

could not properly be analogized to OTC use. Id. This 

conclusion, however, was contradicted by the review 

staff's detailed analysis of the educational component 

of two of these studies: the first enrolled 2,090 

women, 254 of whom were 16 and younger; the sec-

ond enrolled 7,756 women, where 613 were 16 and 

younger, and 202 were 13 to 15 years of age. Pls.' Ex. 

A-2 at T-30809; Pls.' Ex. A-3 at T-30861-62. Review 

staff found that “the information provided at study 

entry” in these two studies was nothing more than “a 

summary of the label points from the Plan B patient 

package insert,” information which would be availa-

ble to all OTC users of Plan B. Pls.' Ex. A-3 at 

T-30862; see also Pls.' Ex. F-2 at Rosebraugh Dep. 

191:11-192:13. Moreover, contrary to Dr. Galson's 

concern that the studies had limited relevance because 

they were “not conducted in the general population,” 

Pls.' Ex. A-3 at T-30902, review staff found that 

“several of the studies would have recruited a similar 

population as that used in the actual use study. Also 

subjects received advanced provisions to have at home 

for use as necessary which may simulate how con-

sumers would use the products in an OTC environ-

ment.” Pls.' Ex. F-1 at T-30449. 
 
3. Review of Second OTC Switch Application: OTC 

Access for 16 and Older 
After it received the May 6, 2004 

Not-Approvable letter, the Plan B sponsor submitted 

an amended SNDA in July 2004, formally proposing a 

dual marketing plan for Plan B that would allow 

non-prescription sales to persons age 16 and over who 

presented a valid identification to a pharmacist, and 

prescription-only sales to women 15 years and 

younger. The amended SNDA proposed that Plan B be 

kept behind-the-counter (“BTC”) at pharmacies so as 

to enforce the age restriction on non-prescription use. 

This marketing approach is referred to as the be-

hind-the-counter or “BTC regime.” Nevertheless, a 

number of FDA scientists concluded that an age re-

striction limiting OTC use of Plan B was not appro-

priate. Dr. Davis concluded that Plan B was safe for 

OTC use by all ages and that prescription-only status 

for women under 16 was not “warranted or desirable.” 

Pls.' Ex. A-3 at T-31020. Similarly, Dr. Rosebraugh 

stated that “[a]ny system placing barriers to access 

would defeat the purpose of the drug and lessen its 

public health potential.” Id. at T-31026. Dr. Griebel 

expressed concern that the BTC regime would set a 

dangerous precedent that might have negative con-

sequences for other non-prescription drugs, such as 

condoms and spermicides. Pls.' Ex. A-4 at T-31031. 

And Dr. Beitz questioned why Plan B had been sin-

gled out for BTC status when misuse of some other 

OTC products carries more safety risks than misuse of 

Plan B. Id. at T-31085-87. 
 

Dr. Jenkins, Director of the Office of New Drugs, 

reiterated his view that FDA precedent supported 

extrapolating data from older to younger adolescent 

age groups, concluding that there is no unique safety 

concern for the drug in women under age 16. Id. at 

T-31096. He responded to upper management's con-

cerns regarding the “developmental differences be-

tween adolescents and older women,” characterizing 

them as beyond the scope of the FDA's authority be-

cause such concerns are “more applicable to the ability 

of adolescents to make reasoned decisions about en-

gaging in sexual intercourse, not their ability to un-

derstand how to use Plan B safely and effectively as an 

emergency contraceptive should they engage in un-

protected sexual intercourse.” Id. at T-31097. While 

recognizing that “OTC access to Plan B for adoles-

cents may be controversial from a societal perspec-

tive,” Dr. Jenkins could not “think of any age group 

where the benefit of preventing unplanned pregnan-

cies and abortion is more important and more com-

pelling.” Id. at T-31098. 
 

In January 2005, notwithstanding review staff's 

continued view that OTC access should be approved 

without age restriction, Dr. Galson, Acting Director of 

the Center for Drug Evaluation and Research, asked 

Dr. Jenkins to draft an approvable letter for the Plan B 

OTC switch application approving OTC status for 

women age 17 and over. Pls.' Ex. D-2 at Jenkins Dep. 

145:18-147:15. Dr. Galson had concluded and in-

formed Acting Commissioner Crawford that he was 

“comfortable with the science” and that OTC use of 

Plan B “should be approved over the counter for 17 

and up.” Pls.' Ex. D-1 at Crawford Dep. 140:14-15, 



  
 

FOR EDUCATIONAL USE ONLY Page 12 

603 F.Supp.2d 519 
(Cite as: 603 F.Supp.2d 519) 

© 2012 Thomson Reuters. No Claim to Orig. US Gov. Works. 

140:22. Acting Commissioner Crawford testified at 

his deposition that he concurred with Dr. Galson's 

recommendation. Id. at Crawford Dep. 46:13-14, 

49:12-20. Nevertheless, in January or February 2005, 

before Dr. Galson could issue the letter he had in-

structed Dr. Jenkins to draft, Acting Commissioner 

Crawford removed Dr. Galson's authority to make a 

decision on the OTC switch application. This was the 

only time Dr. Galson had had his authority to make 

such a decision removed and the only time he is aware 

of it happening to any Center of Drug Evaluation and 

Research Director. Id. at Galson Dep. 186:20-187:13. 
 

Acting Commissioner Crawford's decision to 

remove Dr. Galson's authority effectively froze the 

review process for more than seven months-no further 

scientific reviews were conducted between January 

2005 (the date of Dr. Jenkins' memorandum) and 

Acting Commissioner Crawford's first communication 

with the Plan B sponsor in August of 2005. As a result, 

the FDA failed, as required by law, to respond to the 

SNDA filed by the Plan B sponsor within 180 days of 

its filing. See 21 U.S.C. § 355(c); 21 C.F.R. § 

314.100(a). Moreover, during this seven month peri-

od-during which time no FDA staff appear to have 

worked on the Plan B matter-neither Acting Deputy 

Commissioner Woodcock nor Acting CDER Director 

Galson knew what Acting Commissioner Crawford 

was doing on the Plan B SNDA. Pls.' Ex. D-2 at 

Woodcock Dep. 68:16-22; Pls.' Ex. D-1 at Galson 

Dep. 202:4-9. Despite repeated inquiries from mem-

bers of the Senate, Acting Commissioner Crawford 

failed to provide an answer as to when a decision on 

the Plan B switch application could be expected. This 

continued inaction moved Senators Patty Murray and 

Hillary Clinton to place a hold on his confirmation as 

Commissioner. To remove the hold, Michael Leavitt, 

the Secretary of Health and Human Services, sent a 

letter on July 13, 2005 to Senator Michael Enzi, 

Chairman of the Senate Committee on Health, Edu-

cation, Labor and Pensions, assuring him that action 

would be taken on the Plan B application by Sep-

tember 1, 2005. See Def.'s Ltr., dated July 25, 2005. 

On July 18, 2005, Crawford was confirmed by the 

Senate as FDA Commissioner. 
 

Notwithstanding assurances that the FDA would 

act by September 1, 2005, Commissioner Crawford 

announced in late August 2005 that he would put off 

the decision yet again. In a letter dated August 26, 

2005, Commissioner Crawford stated that, although 

the “scientific data [is] sufficient to support the safe 

use of Plan B as an OTC product ... for women who 

are 17 years of age and older,” the FDA is unable to 

reach a decision on the approvability of the applica-

tion-even as to women 17 and older-because of “un-

resolved issues” related to the FDA's authority to 

approve the BTC regime of Plan B and the logistics of 

enforcing the age based and point-of-sale restrictions. 

Def.'s Ex. 2 at T-10813-14. That same day, the FDA 

announced its intention to issue an advance notice of a 

60-day public comment period on whether rulemaking 

procedures were necessary to resolve and clarify these 

unresolved issues. This decision presented a new 

obstacle to the Senate deadline of September 1, 2005 

for a decision on Plan B, which had been a condition 

of the Senate's confirmation of Commissioner Craw-

ford… . 

 

The 60-day period for public comment on 

whether rulemaking procedures were necessary closed 

on November 1, 2005. The FDA received approxi-

mately 47,000 public comments and hired an outside 

company to review and summarize those comments. 

Def.'s Ex. 2 at T-11094. That review was completed 

six months later on May 19, 2006. Id. After reviewing 

these materials, the FDA finally concluded-more than 

eleven months after halting its review of the OTC 

switch application to seek public comment-that it was 

not necessary after all to engage in agency rulemaking 

before deciding the Plan B sponsor's OTC switch 

application. Id. Instead, on July 31, 2006, the FDA 

announced that “[n]on-prescription sales of [Plan B] 

could be approved for women 18 and older within 

weeks,” Stephanie Saul, F.D.A. Shifts View on 

Next-Day Pill, N.Y. Times, Aug. 1, 2006, at A1, alt-

hough it requested more information regarding the 

Plan B sponsor's plan to enforce the age and 

point-of-sale restrictions, which required that Plan B 

be kept behind the pharmacy counter. Def.'s Ex. 2 at 

T-11095. By this point in time, Commissioner Craw-

ford had resigned and Dr. von Eschenbach had been 

made Acting Commissioner and nominated to replace 

him. This change in policy was announced a day be-

fore Dr. von Eschenbach's confirmation hearing. 
 

In response to the FDA's request, the Plan B 

sponsor submitted yet another switch application in 

August 2006, this time asking the FDA to approve 

OTC use by women 18 and over instead of 16 and 

over. At the FDA's insistence, the sponsor agreed to 

take primary responsibility for enforcing compliance 

with the age restriction, to distribute the product only 

http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=1000546&DocName=21USCAS355&FindType=L&ReferencePositionType=T&ReferencePosition=SP_4b24000003ba5
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=1000547&DocName=21CFRS314.100&FindType=L&ReferencePositionType=T&ReferencePosition=SP_8b3b0000958a4
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to licensed pharmacists, and to direct pharmacies to 

keep Plan B behind-the-counter. Id. at T-10921. 

Moreover, the Plan B sponsor agreed to collect data 

and conduct post-market research to determine the 

effectiveness of the Plan B dual marketing regime. Id. 

at T-10871-74, T-10915-25. 
 

The Plan B sponsor's revised switch application 

conformed to the FDA's expressed willingness to 

entertain an application to make Plan B available 

without a prescription to women over the age of 18. 

Notwithstanding the conclusion of his immediate 

predecessor, Dr. Crawford, that the “scientific data [is] 

sufficient to support the safe use of Plan B as an OTC 

product ... for women who are 17 years of age and 

older,” id. at T-10813-14, Commissioner von Esch-

enbach had decided that 18, rather than age 17, is the 

“more appropriate cutoff point” for OTC use of Plan B 

because of “well-established state and private-sector 

infrastructures [which] restrict certain products to 

consumers 18 and older.” Id. at T-10866-67. He con-

cluded “that to best protect and promote the public 

health,” perceived regulatory efficiencies should 

outweigh the substantial health benefit 17 year old 

women would gain through OTC access to a drug 

product that-experts agreed-they could use safely and 

effectively. Id. at T-10867. The following day, Dr. 

Galson issued a memorandum stating that “although 

[he had] previously concluded that OTC use would be 

restricted to women 17 or older, I have now deter-

mined that for the reasons Dr. von Eschenbach out-

lines,” OTC use of Plan B should be restricted to 

women age 18 and over. Id. at T-10870. Finally, on 

August 24, 2006, the FDA approved non-prescription 

use of Plan B for consumers 18 and older. Id. at T-at 

10880-10925. 
 
4. Denial of Citizen Petition 

In June 2006, less than two months before the 

FDA announced that it would approve 

non-prescription use of Plan B only for women over 

the age of 18, the FDA issued a final agency decision 

denying the Citizen Petition-which had requested 

non-prescription access to Plan B for women of all 

ages-finding that petitioners had failed to provide 

sufficient data or information to meet the statutory and 

regulatory requirements for an OTC switch for any 

age group, much less the under 16 age group. Def.'s 

Ex. 1 at CP001-19… . 
 
 

C. GAO Investigation 
At the request of members of Congress, including 

19 Senators and 29 Representatives, the Government 

Accountability Office (“GAO”) initiated an investi-

gation into the process which led to the issuance of the 

May 6, 2004, Not-Approvable letter, denying the 

initial supplemental new drug application filed by the 

Plan B sponsor. See Pls.' Ex. B, GAO Report. The 

Congressional request emanated from concern that 

“the not-approvable decision for the initial Plan B 

OTC switch application was contrary to the recom-

mendations of the joint advisory committee and the 

FDA review staff.” Id. at 3. For this reason, the GAO 

Report examined, 
 

(1) how the decision was made to not approve the 

switch of Plan B from prescription to OTC, (2) how 

the Plan B decision compares to the [67] decisions 

for other proposed prescription-to-OTC switches 

from 1994 through 2004, and (3) whether there are 

age-related marketing restrictions for prescription 

Plan B and other prescription and OTC contracep-

tives. 
 

Id. at 3-4. The investigation was limited in scope 

to the FDA's actions leading up to the May 6, 2004 

Not-Approvable letter for the initial SNDA, id. at 4, 

and did not take into consideration the Citizen Petition 

or later SNDAs. Nevertheless, the findings of a con-

gressional agency provide relevant background to this 

litigation and confirm conclusions that are compelled 

by the record here. 
 

In reviewing the FDA's decision regarding the 

OTC switch application, the GAO concluded that four 

aspects of the FDA's review process were “unusual” 

and departed from the typical FDA review procedures. 

Id. at 5. First, it noted that “the Directors of the Offices 

of Drug Evaluation III and V, who would normally 

have been responsible for signing the Plan B action 

letter, disagreed with the decision and did not sign the 

not-approvable letter for Plan B.” Id. For the same 

reasons, the Director of the Office of New Drugs, Dr. 

Jenkins, also did not sign the letter. Id. Second, the 

GAO found that the FDA's senior leadership was more 

heavily involved in Plan B than it was in other OTC 

switch applications. Specifically, GAO investigators 

wrote that “FDA review staff told us that they were 

told early in the review process that the decision 

would be made by high-level management.” Id. Third, 

the GAO noted that “there are conflicting accounts of 
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whether the decision to not approve the application 

was made before the reviews were completed.” Id. 

The Director and Deputy Director of OND and Di-

rectors of ODE III and V told GAO “that they were 

told by high-level management that the Plan B OTC 

switch application would be denied months before 

staff had completed their reviews of the application.” 

Id. at 21. Dr. Galson, however, told GAO that while he 

was “ '90 percent sure' as early as January 2004, that 

the decision would be not-approvable,” he did not 

make his final decision until shortly before the action 

letter was sent out in May 2004. Id. at 22. Finally, the 

GAO concluded that “the rationale for [Dr. Galson's] 

decision was novel and did not follow FDA's tradi-

tional practices.” Id. at 5. Specifically, it noted that he 

was “concerned about the potential impact that the 

OTC marketing of Plan B would have on the propen-

sity for younger adolescents to engage in unsafe sex-

ual behaviors because of their lack of cognitive ma-

turity compared to older adolescents” even though 

“the agency has not considered behavioral implica-

tions due to differences in cognitive development in 

prior OTC switch decisions.” Id. In addition, Dr. 

Galson “stated that it was invalid to extrapolate data 

from older to younger adolescents in this case” even 

though “the agency has considered it scientifically 

appropriate” to do so. Id. 
 

With respect to how the Plan B decision com-

pared to that for other proposed OTC switches, the 

GAO found that “the Plan B OTC switch application 

was the only 1 of th[e] 23 [switch applications re-

viewed by the joint advisory committee from 1994 to 

2004] that was not approved after the joint committee 

voted to recommend approval of the application.” Id. 

The GAO also pointed out that “the Plan B action 

letter was the only one signed by the Director of 

CDER ... instead of the directors of the offices or 

divisions that reviewed the application, who would 

normally sign an action letter.” Id. 
 

In its final area of examination, the GAO con-

cluded that “there are no age-related marketing re-

strictions for safety reasons for any of the prescription 

or OTC contraceptives that FDA has approved, and 

FDA has not required pediatric studies for them.” Id. 

at 6. In particular, it noted, “[a]ll FDA-approved OTC 

contraceptives are available to anyone, and all 

FDA-approved prescription contraceptives are avail-

able to anyone with a prescription.” Id. at 6. Finally, 

the GAO noted that the “FDA did not identify any 

issues that would require age-related restrictions in its 

review of the original application for prescription Plan 

B, and prescription Plan B is available to women of 

any age.” Id. 
 
D. Litigation History 
 
1. The Complaints 
 

Plaintiffs brought this action in January 2005 

against Lester M. Crawford, then Commissioner of the 

FDA, pursuant to the Administrative Procedure Act 

(“APA”), and the Constitution. Plaintiffs challenge the 

FDA's denial of the Citizen Petition seeking to make 

Plan B available on an over-the-counter basis without 

age or point-of-sale restriction. 
 

In their most recent amended complaint, plaintiffs 

allege that the denial of the over-the-counter switch 

for women of all ages and the imposition of the BTC 

regime (1) is arbitrary, capricious, and otherwise 

contrary to law, Compl. ¶ 163; (2) exceeds the FDA's 

statutory authority, id. ¶ 165… 
 

Underlying all of these claims is plaintiffs' alle-

gation that the FDA's decisions were made in bad faith 

because they were improperly influenced by political 

considerations wholly outside the scope of the FDA's 

statutory authority. Specifically, plaintiffs allege that, 

in refusing to approve over-the-counter access without 

age or point-of-sale restriction, the FDA bowed to 

political pressure from the White House and an-

ti-abortion constituents despite the uniform recom-

mendation of the FDA's scientific review staff to ap-

prove over-the-counter access to Plan B without lim-

itation… . 

 

II. Discussion 
… . 
B. Review of Agency Action under the Arbitrary and 

Capricious Standard 
The APA provides that a district court may set 

aside an agency's findings, conclusions of law or ac-

tion only if they are “arbitrary, capricious, an abuse of 

discretion, or otherwise not in accordance with law.” 5 

U.S.C. § 706(2)(A). An agency decision may be 

deemed arbitrary and capricious: 
 

if the agency has relied on factors which Congress 

has not intended it to consider, entirely failed to 

http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=1000546&DocName=5USCAS706&FindType=L&ReferencePositionType=T&ReferencePosition=SP_64eb0000ab9e4
http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=1000546&DocName=5USCAS706&FindType=L&ReferencePositionType=T&ReferencePosition=SP_64eb0000ab9e4
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consider an important aspect of the problem, offered 

an explanation for its decision that runs counter to 

the evidence before the agency, or is so implausible 

that it could not be ascribed to a difference in view 

or the product of agency expertise. 
 

 Motor Vehicle Mfrs. Ass'n of U.S., Inc. v. State 

Farm Mut. Auto. Ins. Co., 463 U.S. 29, 43, 103 S.Ct. 

2856, 77 L.Ed.2d 443 (1983); accord Yale-New Haven 

Hosp. v. Leavitt, 470 F.3d 71, 79 (2d Cir.2006).  

 

Moreover, “proof of subjective bad faith by 

[agency decision-makers], depriving a [petitioner] of 

fair and honest consideration of its proposal, generally 

constitutes arbitrary and capricious action.” Latecoere 

Int'l, Inc. v. U.S. Dept. of Navy, 19 F.3d 1342, 1356 

(11th Cir.1994); James Madison Ltd. v. Ludwig, 82 

F.3d 1085, 1096 (D.C.Cir.1996) (bad faith is “material 

to determining whether the Government acted arbi-

trarily”). 
 

While this standard of review is deferential, 

courts “do not hear cases merely to rubber stamp 

agency actions. To play that role would be ‘tanta-

mount to abdicating the judiciary's responsibility un-

der the Administrative Procedure Act.’ ” Nat'l Res. 

Def. Council v. Daley, 209 F.3d 747, 755 

(D.C.Cir.2000) (quoting A.L. Pharma, Inc. v. Shalala, 

62 F.3d 1484, 1491 (D.C.Cir.1995)). On the contrary, 

to be upheld upon judicial review, the agency must 

have articulated “a rational connection between the 

facts found and the choice made.” Henley v. Food and 

Drug Admin., 77 F.3d 616, 620 (2d Cir.1996) (quota-

tions marks omitted)… . 

 
D. The FDA's Decision Was Not the Result of Good 

Faith and Reasoned Agency Decision-Making 
Plaintiffs have presented unrebutted evidence of 

the FDA's lack of good faith regarding its decisions on 

the Plan B switch applications. This lack of good faith 

is evidenced by, among other things, (1) repeated and 

unreasonable delays, pressure emanating from the 

White House, and the obvious connection between the 

confirmation process of two FDA Commissioners and 

the timing of the FDA's decisions; and (2) significant 

departures from the FDA's normal procedures and 

policies in the review of the Plan B switch applications 

as compared to the review of other switch applications 

in the past 10 years. I address each in turn. 
 
1. Improper Political Influence 

[10][11] “To support a claim of improper political 

influence on a federal administrative agency, there 

must be some showing that the political pressure was 

intended to and did cause the agency's action to be 

influenced by factors not relevant under the control-

ling statute.” Town of Orangetown v. Ruckelshaus, 

740 F.2d 185, 188 (2d Cir.1984). An agency's con-

sideration of some relevant factors does not “immun-

ize” the decision; it would still “be invalid if based in 

whole or in part on the pressures emanating from 

[political actors].” D.C. Fed'n of Civic Assocs. v. 

Volpe, 459 F.2d 1231, 1246, 1248 (D.C.Cir.1971)… . 

 
[12] Just as in Latecoere, the Advisory Commit-

tee and FDA scientific review staff strongly recom-

mended approving Plan B OTC without age re-

striction, finding that restricting access to young ado-

lescents would present greater health risks that making 

Plan B freely available. And just as in Latecoere, 

despite this recommendation, the FDA refused to 

approve the Citizen Petition and first SNDA submitted 

by the Plan B sponsor. Instead, before the scientific 

reviews were complete, the Commissioner decided 

that unrestricted OTC access could not be approved, 

because of his concern about the inadequacy of data 

available for young adolescents. Plaintiffs have prof-

fered evidence that the Commissioner did not make 

the decision on his own, but was pressured by the 

White House and “constituents who would be very 

unhappy with ... an over-the-counter Plan B.” Pls.' Ex. 

D-2 at Kweder Dep. 56:21-22. There is also evidence 

that the Commissioner transmitted this pressure down 

the chain of command at the FDA: pressuring Dr. 

Galson not to approve over-the-counter use of Plan B 

without age restriction, see Pls.' Reply Ex. 4 at Jenkins 

Dep. 232:5-17; id. at Wood Dep. 24:9-22; and re-

moving Dr. Galson's authority to make any decision 

on Plan B after he told the Commissioner that he be-

lieved Plan B could be used safely OTC by adoles-

cents 17 and older. Pls.' Ex. D-1 at Galson Dep. 

186:20-187:18. Moreover, despite the overwhelming 

evidence that Plan B could be used safely and effec-

tively by 17 year olds without a prescription, the FDA, 

citing fanciful and wholly unsubstantiated “enforce-

ment” concerns, arbitrarily and capriciously limited 

that age groups access to Plan B. 
 

Indeed, the evidence strongly suggests that even 

the decision to permit the OTC sale of Plan B to 

women over the age of 18 was made solely to facilitate 

the confirmation of Dr. von Eschenbach as Commis-
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sioner of the FDA. This change of policy came one 

day before Dr. von Eschenbach's confirmation hearing 

before a Senate committee. See Stephanie Saul, F.D.A. 

Shifts View on Next-Day Pill, N.Y. Times, Aug. 1, 

2006 at A1. Dr. von Eschenbach had become Acting 

Commissioner after the resignation of his predecessor, 

Dr. Crawford, and he was subsequently nominated to 

be Commissioner. Significantly, Senators Hillary 

Clinton and Patty Murray had previously vowed to 

block any vote on Dr. von Eschenbach's nomination 

until the FDA decided whether to allow 

over-the-counter sales of Plan B. Id.; Gardiner Harris, 

Bush Picks F.D.A. Chief, but Vote is Unlikely Soon, 

N.Y. Times, Mar. 16, 2006 at A18. Since the FDA had 

already reneged on its earlier promise to promptly 

reach a final decision on Plan B in order to obtain 

former-Commissioner Crawford's confirmation, it 

must have been apparent to the FDA that a mere 

promise to decide would no longer suffice to secure 

Dr. von Eschenbach's confirmation. 
 

This inference, that the timing of the FDA's de-

cision was linked to Dr. von Eschenbach's confirma-

tion hearings, is buttressed by representations made by 

the attorneys representing the FDA during this litiga-

tion. At a hearing in this proceeding only one week 

before the FDA decided to act on Plan B, I inquired 

why, if the FDA had determined that women 17 and 

older could use Plan B safely, it had not yet approved 

over-the-counter use for that age group. July 26, 2006 

Hr'g Tr. 17:9-14. The attorneys representing the 

FDA-an Assistant United States Attorney with an 

FDA attorney at his side-responded that “the [FDCA] 

does not provide the agency-at least it does not clearly 

provide the agency with the statutory authority to 

make that kind of age based distinction.” Id. at 

19:11-14. Under the FDCA, he continued, “a product 

is either Rx only or non-prescription,” id. at 20:19-20, 

“[t]here is no behind the counter option available 

under federal law.” Id. at 20:14-15. “Congress, [he 

said,] has not given [the FDA] an enforcement 

mechanism that would provide it with an ability to 

enforce that kind of age restriction.” Id. at 22:7-9. 

Nevertheless, within a month of this representation, 

the gap in the FDA's authority had somehow been 

filled and Dr. von Eschenbach confirmed. 
 
2. Departures from Its Own Policies 

[13] The evidence of lack of good faith is also 

confirmed by the manner in which the FDA departed 

from its normal procedures for evaluating OTC switch 

applications when it considered the Plan B applica-

tions. The most glaring procedural departure was the 

decision to act against the Advisory Committee's 

recommendation to approve the Plan B OTC switch 

application without age restriction. Pls.' Ex. B, GAO 

Report at 29. While advisory committees do not have 

the final say on OTC switch applications, the fact 

remains that in every such application in the last 

decade, the FDA has followed committee recom-

mendations. 
 

The FDA's decision regarding Plan B departed 

from its general policies and practices in at least four 

other respects… 
 

The second departure was the unusual involve-

ment of the White House in the Plan B deci-

sion-making process. See Pls.' Ex. D-2 at McClellan 

Dep. 127-132,140:19-141:13; id. at Kweder Dep. 

56:8-58:19. Whether or not it was permissible for the 

FDA to discuss such questions with the White House, 

these discussions were not the norm for the FDA with 

respect to this type of decision. 
 

The third departure concerns the timing of the 

decision to deny OTC use without age restriction. 

Plaintiffs presented evidence and the GAO made 

findings which indicate that the decision regarding the 

OTC status of Plan B may have been made before the 

scientific reviews of the OTC switch application were 

complete, and without consultation with FDA scien-

tists. Pls.' Ex. B, GAO Report at 21-22. If the decision 

was made prior to the completion of the scientific 

reviews, this would certainly be evidence of a depar-

ture from the typical FDA decision-making process. 

Moreover, such a premature decision would lend 

further support to plaintiffs' theory that FDA upper 

management were pressured by the White House to 

deny young adolescents OTC access to Plan B re-

gardless of whether the scientific evidence supported a 

finding that they could use Plan B safely and effec-

tively. See D.C. Fed'n, 459 F.2d at 1245 (finding 

evidence that “the Secretary [of Transportations'] 

determinations-in particular, his effort to make the 

determinations before plans for the bridge were com-

plete-lend color to plaintiffs' contention that [political 

pressure] did have an impact on the Secretary's deci-

sions.”). 
 

The fourth departure was the FDA's refusal to 

extrapolate actual use study data from the older age 

http://www.westlaw.com/Find/Default.wl?rs=dfa1.0&vr=2.0&DB=350&FindType=Y&ReferencePositionType=S&SerialNum=1972109906&ReferencePosition=1245
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group to the 16 and younger age group. There is evi-

dence in the record that the FDA routinely extrapo-

lated such data when reviewing the safety and effec-

tiveness of various other contraceptives. Indeed, the 

draft minutes from an internal FDA meeting held in 

May 2004, contain the following comment regarding 

the decision not to extrapolate for Plan B: 
 

The inability to extrapolate adolescent safety and 

effectiveness for < 14 year old females is not con-

sistent with how CDER handles approval and dis-

tribution of prescription oral contraceptives, OTC 

male contraceptives such as condoms and sperma-

cides or OTC female contraceptives such as gels 

and sponges. In addition, CDER routinely denies 

sponsors requests to issues Written Requests for 

Pediatric Studies for oral contraceptives as the re-

sponses to these drugs are considered the same for 

all menstruating females and additional studies are 

not necessary. 
 

T-1213. This was contained in an initial draft of 

the minutes, although it was subsequently deleted for 

reasons which are unclear. Nevertheless, it accurately 

reflected the FDA's policy of extrapolating data from 

older to younger populations. See Pls.' Ex. A-3 at 

T-30898 (referring to the FDA's “long history” of 

extrapolating data). Indeed, not only did review staff 

find it appropriate to extrapolate findings in this case, 

but, in one of its first communications with the Plan B 

sponsor concerning the anticipated OTC switch ap-

plication, the FDA indicated that the “proposed trials 

[i.e., the actual use study] could be conducted in the 

adult population and the results extrapolated to the 

postmenarcheal pediatric population.” Pls.' Ex. F-1 at 

T-30100. 
 

Plaintiffs point to other FDA actions that they 

claim were departures from standard FDA practices. 

For example, this was the only OTC switch applica-

tion decided at the level of CDER Director or higher in 

the past 10 years-the decision is typically made by the 

Office Director. Pls.' Ex. B, GAO Report at 30. In-

deed, at the guidance meeting held with the Plan B 

sponsor on January 23, 2004, FDA staff informed the 

sponsor that the “Divisions were ready to negotiate 

labeling with you today, but on January 15, 2004 we 

were informed by ... Dr. Steven Galson, that the reg-

ulatory decision for the action on your application 

would be made by CDER [Center for Drug Evaluation 

and Research] upper management (above the ODE 

level). This is not the usual or typical CDER process 

for determining approvability of an NDA.” Pls.' Ex. 

A-2 at T-30686 (emphasis added); see also Pls.' Ex. 

D-1 at Jenkins Dep. 33:8-12 (“I think it's important to 

explain that for most applications the Commissioner's 

not directly involved in the decision-making of the 

Application”). 
 

Plaintiffs also argue that Plan B is the first drug 

for which the FDA sought additional data for adoles-

cents, and that it is the only drug for which the FDA 

based its decision on adolescent cognitive develop-

ment. Pls.' Ex. B, GAO Report at 5-6; Pls.' Ex. A-4 at 

T-31098. The FDA argues that Plan B is different 

from other drugs because it is preventive rather than 

reactive. While it may have been rational for the FDA 

to consider adolescent cognitive development in its 

evaluation of Plan B as an OTC drug, plaintiffs have 

presented unrebutted evidence that the FDA's focus on 

these behavioral concerns stemmed from political 

pressure rather than permissible health and safety 

concerns. 
 

Notwithstanding all of these departures, the FDA 

argues that there is no customary agency practice and 

“[e]very drug presents a unique collection of issues, 

and no two reviews will be identical.” See Mem. in 

Opp'n to Pls.' Mot. for Summ. J. at 32. Plaintiffs do not 

argue, however, that the scientific review or risk 

benefit assessment of all proposed OTC drugs must be 

evaluated in the same manner. They question why the 

review of Plan B differed in so many significant ways 

from the review of other switch applications in the last 

10 years. The FDA simply has not come forward with 

an adequate explanation, nor has it presented any 

evidence to rebut plaintiffs' showing that it acted in 

bad faith and in response to political pressure… . 

 
Conclusion 

The denial of the Citizen Petition is vacated and 

the matter is remanded to the FDA to reconsider its 

decisions regarding the Plan B switch to OTC use. The 

FDA is also ordered to permit Barr Pharmaceuticals, 

Inc., the Plan B drug sponsor, to make Plan B availa-

ble to 17 year olds without a prescription, under the 

same conditions as Plan B is now available to women 

over the age of 18. The latter order should be complied 

with within thirty days. Because of the foregoing, it is 

unnecessary to rule on plaintiffs various substantive 

challenges to the FDA's decisions regarding Plan B. 

Similarly, it would be premature to reach the merits of 
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plaintiffs' various constitutional challenges to the 

FDA's decisions regarding Plan B. “A fundamental 

and longstanding principle of judicial restraint re-

quires that courts avoid reaching constitutional ques-

tions in advance of the necessity of deciding them.” 

Lyng v. Northwest Indian Cemetery Protective Ass'n, 

485 U.S. 439, 445, 108 S.Ct. 1319, 99 L.Ed.2d 534 

(1988). 
 

SO ORDERED. 
 
E.D.N.Y.,2009. 
Tummino v. Torti 
603 F.Supp.2d 519 
 
END OF DOCUMENT 
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