
UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

PUBLIC CITIZEN, INC., )
)

Plaintiff, )
)

v.  ) C. A. No. 08-00005(HHK)
)

FOOD AND DRUG ADMINISTRATION, )
)

Defendant. )
______________________________________ )

PLAINTIFF’S MOTION FOR SUMMARY JUDGMENT

Pursuant to Federal Rule of Civil Procedure 56, plaintiff Public Citizen moves for summary

judgment because no genuine issue of material fact exists and plaintiff is entitled to judgment as a

matter of law.  In support of this motion, Public Citizen submits a memorandum of law, a statement

of undisputed material facts with Exhibits A-G, and a proposed order.

Respectfully submitted,

 /s/ Michael T. Kirkpatrick                      
Michael T. Kirkpatrick (DC Bar #486293)
Julia M. Graff (DE Bar #4708)
   (DC Bar application pending)
PUBLIC CITIZEN LITIGATION GROUP
1600 20th Street, NW
Washington, DC 20009
(202) 588-1000

Dated: June 9, 2008 Attorneys for Plaintiff
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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

PUBLIC CITIZEN, INC., )
)

Plaintiff, )
)

v.  ) C. A. No. 08-00005(HHK)
)

FOOD AND DRUG ADMINISTRATION, )
)

Defendant. )
______________________________________ )

PLAINTIFF’S MEMORANDUM IN SUPPORT
OF ITS MOTION FOR SUMMARY JUDGMENT

Plaintiff Public Citizen brought this action under the Food, Drug, and Cosmetic Act (FDCA),

21 U.S.C. §§ 301-394, and the Administrative Procedure Act (APA), 5 U.S.C. §§ 702 and 706, to

compel the United States Food and Drug Administration (FDA) to act on Public Citizen’s petition

seeking adequate warnings about the risk of tendon injury associated with fluoroquinolone

antibiotics.  On August 29, 2006, pursuant to 21 C.F.R. § 10.30, Public Citizen petitioned FDA to

immediately add a black-box warning regarding the risks of tendinopathy and tendon rupture to the

product labels of all fluoroquinolone antibiotics marketed in the United States, citing an alarming

number of fluoroquinolone-induced tendon injuries reported to the agency.  Public Citizen also urged

FDA to mandate a “Dear Doctor” letter from fluoroquinolone manufacturers  to warn physicians of

these adverse effects and require the distribution of an FDA-approved Medication Guide for all

patients, to be dispensed when the prescriptions are filled.  Twenty-two months have passed since

Public Citizen filed its petition, but FDA has neither granted nor denied the petition, nor has the

agency taken action to warn physicians and patients about the risk of fluoroquinolone-induced

tendinopathy and tendon rupture.  These stronger warnings to doctors and patients could lead to
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Pursuant to Local Rules 7(h) and 56.1, plaintiff’s statement of undisputed material facts with1

attached exhibits accompanies this memorandum and will be cited as “Fact” and Ex.” followed by
the corresponding number or letter.

2

earlier intervention to stop tendon pain from progressing to frank tendon rupture by changing to other

antibiotics.  Therefore, to protect public safety and prevent needless injury, and for the reasons

explained in detail below, the Court should grant plaintiff’s motion for summary judgment and

compel FDA to act on Public Citizen’s petition.

BACKGROUND

Flouroquinolones are antibiotic drugs that are widely prescribed for gastrointestinal,

respiratory, and genito-urinary tract infections.  Flouroquinolone antibiotics presently on the market

in the United States include ciprofloxacin (Cipro; Bayer); levofloxacin (Levaquin; Ortho-McNeil);

moxifloxacin (Avelox; Bayer); norfloxacin (Noroxin; Merck); and ofloxacin (Floxin;

Daiichi-Sankyo).  Fact 1.   These antibiotics are drugs as defined by the FDCA.  21 U.S.C. § 321;1

Fact 2.  The FDCA prohibits the introduction into interstate commerce of any drug that is

misbranded.   28 U.S.C. § 331.  A drug is misbranded unless its label bears adequate warnings.  28

U.S.C. § 352(f).  By delegation from the Department of Health and Human Services, FDA is the

agency responsible for administration of the FDCA, and FDA regulates the content and format of

prescription drug labeling.  FDA regulations permit concerned individuals to petition the FDA to

take administrative action, and the FDA must respond to each petition within 180 days.  21 C.F.R.

§ 10.30(e)(1), (e)(2).  The agency may approve or deny the petition or issue a tentative response

“indicating why the agency has been unable to reach a decision on the petition . . . .”  Id.  Tentative

responses “may also indicate the likely ultimate agency response and may specify when a final

response may be furnished.”  Id.
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For example, from November 1997 through December 31, 2005, FDA’s adverse event2

database received reports of 262 cases of tendon ruptures, 258 cases of tendinitis, and 274 cases of
other tendon disorders in patients using flouroquinolone antibiotics.  Because only a small fraction
of adverse events typically are reported to FDA, the actual number of injuries attributable to
flouroquinolones is considerably higher.  Analysis of the entire FDA adverse events database reveals
that flouroquinolones are implicated significantly more often in tendon ruptures than any other class
of drugs.  Ex. E. 

3

 There is a well-established link between the use of flouroquinolone antibiotics and tendon

injury.  Tendinopathy and tendon rupture associated with flouroquinolone antibiotics have been

observed since at least 1988, and reports of flouroquinolone-induced tendon injuries have appeared

repeatedly in the medical literature.  Fact 3; Exs. A, C, & E (citing medical literature).

In August 1996, Public Citizen successfully petitioned FDA to place a warning regarding the

risk of tendon injury on the package inserts of all flouroquinolones.  Fact 4; Ex. A.  FDA issued a

statement in the October 1996 issue of its Medical Bulletin to all manufacturers of flouroquinolones

requesting a revision of the package inserts to include a new paragraph in the “Warnings” section

acknowledging the risk of tendonitis and tendon rupture in patients using flouroquinolones.  Fact 4;

Ex. B.  The warning is among a list of other potential side effects and is in plain, non-bold type.

Although it was thought that at the time that such a warning would effectively educate physicians

and patients about this serious adverse event, a simple non-bolded warning buried in a list of

possible adverse reactions to flouroquinolones has proved inadequate.  Flouroquinolone-induced

tendon injuries continue to occur at an alarming rate.   Fact 5.2

On May 18, 2005, the Office of the Illinois Attorney General submitted a citizen petition to

FDA, requesting that the agency revise the labels on all flouroquinolone antibiotics to increase

warnings about the risk of tendinopathy and tendon rupture; add a black-box warning; require

manufacturers to issue a “Dear Health Care Professional” letter informing health care providers of
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these adverse effects; supplement information provided to patients with bolded warnings; and submit

the issue for review and analysis to FDA’s Drug Safety Oversight Board.  Fact 6, Ex. C.  On

November 16, 2005, FDA issued a tentative response that it had been unable to resolve the issues

in the Illinois Attorney General’s petition because the petition raises “complex issues requiring

extensive review and analysis by Agency officials.”  Fact 6; Ex. D.  FDA did not indicate the likely

ultimate agency response and did not specify when a final response would be furnished.  To date,

FDA has not ruled on the Illinois Attorney General’s petition.  Id.  

On August 29, 2006, Public Citizen petitioned FDA to add a black-box warning regarding

the risks of tendinopathy and tendon rupture to the product labels of all fluoroquinolone antibiotics.

Public Citizen also urged FDA to mandate a “Dear Doctor” letter from fluoroquinolone

manufacturers to warn physicians of these adverse effects and require the distribution of an

FDA-approved Medication Guide for all patients, to be dispensed when the prescriptions are filled.

 Fact 7; Ex. E.  The Illinois Attorney General submitted a letter in support of Public Citizen’s

petition.  Fact 7; Ex. F.  On February 26, 2007, FDA issued a tentative response to Public Citizen’s

petition.  FDA stated that it had been unable to resolve the issues in the petition because the petition

raises “complex issues requiring extensive review and analysis.”  Fact 7; Ex. G.  FDA did not

indicate the likely ultimate agency response and did not specify when a final response would be

furnished.  To date, FDA has not ruled on Public Citizen’s petition.  Id.  
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5

ARGUMENT

I. SUMMARY JUDGMENT STANDARD

Under Rule 56 of the Federal Rules of Civil Procedure, a motion for summary judgment

should be granted if it is shown “that there is no genuine issue as to any material fact and that the

movant is entitled to judgment as a matter of law.”  Fed. R. Civ. P. 56(c).  The moving party’s

“initial responsibility” consists of “informing the district court of the basis for its motion, and

identifying those portions of the pleadings, depositions, answers to interrogatories, and admissions

on file, together with the affidavits, if any, which it believes demonstrate the absence of a genuine

issue of material fact.”  Celotex Corp. v. Catrett, 477 U.S. 317, 323 (1986) (internal quotation marks

omitted).  If the moving party meets its burden, the burden then shifts to the non-moving party to

establish that a genuine issue as to any material fact actually exists.  See Matsushita Elec. Indus. Co.

v. Zenith Radio Corp., 475 U.S. 574, 586 (1986).  To meet this burden, the non-moving party must

submit evidence that would permit a reasonable fact-finder to return a verdict in favor of the non-

moving party.  Laningham v. United States Navy, 813 F.2d 1236, 1241 (D.C. Cir.1987) (citing

Anderson v. Liberty Lobby, Inc., 477 U.S. 242, 248 (1986)).  Such evidence must consist of more

than unsupported allegations or denials; rather, the non-moving party must set forth specific facts

showing that there is a genuine issue for trial. Fed. R. Civ. P. 56(e); Celotex, 477 U.S. at 321 n. 3.

If the evidence is “merely colorable, or is not significantly probative, summary judgment may be

granted.”  Anderson, 477 U.S. at 249-50. 
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The three guidelines in Cutler reflect the six considerations enumerated in3

Telecommunications Research & Action Center (TRAC) v. FCC, 750 F.2d 70, 80 (D.C. Cir. 1984):
(1) the time agencies take to make decisions must be governed by a rule of reason;
(2) where Congress has provided a timetable or other indication of the speed with
which it expects the agency to proceed in the enabling statute, that statutory scheme
may supply content for this rule of reason; (3) delays that might be reasonable in the
sphere of economic regulation are less tolerable when human health and welfare are
at stake; (4) the court should consider the effect of expediting delayed action on
agency activities of a higher or competing priority; (5) the court should also take into
account the nature and extent of the interests prejudiced by delay; and (6) the court
need not find any impropriety lurking behind agency lassitude in order to hold that
agency action is unreasonably delayed.

Id. (citations and quotation marks omitted); see also In re Am. Rivers & Idaho Rivers United, 372
F.3d 413, 418 (D.C. Cir. 2004) (quoting the TRAC standard).

6

II. FDA HAS UNREASONABLY DELAYED ACTION ON PUBLIC CITIZEN’S
PETITION.

The APA directs agencies to conclude matters presented to them “within a reasonable time,”

5 U.S.C. § 555(b), and instructs reviewing courts to “compel agency action unlawfully withheld or

unreasonably delayed . . . .”  5 U.S.C. § 706(1).  The D.C. Circuit has identified three “factors that

aid in determining whether an agency’s foot-dragging constitutes unreasonable delay.”  Cutler v.

Hayes, 818 F.2d 879, 897 (D.C. Cir. 1987).   First, the court should “ascertain the length of time that3

has elapsed since the agency came under a duty to act, and should evaluate any prospect of early

completion.”  Cutler, 818 F.2d at 897; see also Public Citizen Health Research Group (PCHRG) v.

FDA, 740 F.2d 21, 32 (D.C. Cir. 1984) (“There must be a ‘rule of reason’ to govern the time limit

to administrative proceedings.”) (citation omitted).  Although “[t]here is ‘no per se rule as to how

long is too long’ to wait for agency action, [] a reasonable time for agency action is typically counted

in weeks or months, not years.”  In re Am. Rivers & Idaho Rivers United, 372 F.3d at 419 (citation

omitted).
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Second, “[t]he reasonableness of the delay must be judged ‘in the context of the statute’

which authorizes the agency’s action.”  Cutler, 818 F.2d at 897 (quoting Public Citizen Health

Research Group (PCHRG) v. Auchter, 702 F.2d 1150, 1158 n.30 (D.C. Cir. 1983)); National

Congress of Hispanic Am. Citizens v. Marshall, 626 F.2d 882, 888 (D.C. Cir. 1979)).  As part of this

inquiry, a court must consider “the extent to which delay may be undermining the statutory scheme

. . . by frustrating the statutory goal . . . .”  Id. at 897-98.  Thus, where the “agency is charged with

the administration of a statutory scheme whose paramount concern is protection of the public health,

the pace of agency decision-making must account for this statutory concern.”  PCHRG v. FDA, 740

F.2d at 34.

Third, “and perhaps most critically, the court must examine the consequences of the agency’s

delay.”  Cutler, 818 F.2d at 898.  “The deference traditionally accorded an agency to develop its own

schedule is sharply reduced when injury likely will result from avoidable delay.”  Id.  Accordingly,

“‘[d]elays that might be altogether reasonable in the sphere of economic regulation are less tolerable

when human lives are at stake[,]” id. (quoting PCHRG v. Auchter, 702 F.2d at 1157), and “[l]ack

of alternative means of eliminating or reducing the hazard necessarily adds to unreasonableness of

a delay.”  Id.  

In this case, application of the Cutler factors demonstrates that FDA’s failure to address

Public Citizen’s petition constitutes unreasonably delayed agency action.

1. Length of the Delay.  It has been nearly two years since Public Citizen filed the petition at issue,

and more than three years since the Illinois Attorney General filed a similar petition.  Thus, there is

no “prospect of early completion.”  See id., 818 F.2d at 897.  Further, FDA’s regulations suggest that

the agency should rule on citizen petitions within 180 days unless there is a compelling need for
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additional time.  FDA is required to respond to citizen petitions within 180 days by approving or

denying the petition, or by providing a “tentative response, indicating why the agency has been

unable to reach a decision on the petition . . . .  The tentative response . . . may specify when a final

response may be furnished.”  21 C.F.R. § 10.30(e)(2).  Here, FDA responded to the petitions filed

by Public Citizen and the Illinois Attorney General with the same boilerplate language: “FDA has

been unable to reach a decision on your petition because it raises complex issues requiring extensive

review and analysis by Agency officials.”  Exs. D & G.  FDA has offered no other justification for

the delay and FDA has not specified “when a final response may be furnished.”  21 C.F.R.

§ 10.30(e)(2).  Thus, FDA’s delay is unreasonable in light of the policy evinced by its own

regulations.

2. Statutory Context.  FDA’s delay in acting on Public Citizen’s petition is particularly

unreasonable when considered in the context of the FDCA, as amended by the Food and Drug

Administration Amendments Act of 2007 (FDAAA).  The purpose of the FDCA is to protect public

health, and it is clear that Congress intends for FDA to move quickly to effect labeling changes

necessary to protect public safety.  In September 2007, Congress passed the FDAAA to enhance

FDA’s ability to require labeling changes.  Once FDA becomes aware of the need for labeling

changes, the Act provides a framework to ensure that such changes are made expeditiously.  Where

such labeling change is needed, FDA “shall promptly notify the responsible person” who must then

respond to the notification “within 30 days.”  21 U.S.C. § 355(o)(4)(A) & (B).  Subsequent

discussions regarding labeling changes “shall not extend for more than 30 days after the response

to the notification” and FDA may order labeling changes “[w]ithin 15 days of the conclusion of the

discussions” and such orders must be acted upon within 15 days or appealed within 5 days.  21
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U.S.C. § 355(o)(4)(D)(E) & (F).  Moreover, if FDA “concludes that [] a labeling change is necessary

to protect the public health,” FDA “may accelerate the[se] timelines . . . .”  21 U.S.C. § 355(o)(4)(H).

Thus, although the FDCA does not provide a specific deadline by which FDA must issue a final

ruling on a citizen petition, the statutory scheme shows that FDA is expected to move quickly to

provide warnings needed to mitigate drug risk.  See PCHRG v. FDA, 740 F.2d at 34 (“When the

public health may be at stake, the agency must move expeditiously to consider and resolve the issue

before it.”) (citing PCHRG v. Auchter, 702 F.2d at 1158); accord Public Citizen Health Research

Group (PCHRG) v. Brock, 823 F.2d 626, 629 (D.C. Cir. 1987) (“When lives are at stake, as they

assuredly are here, [the agency] must press forward with energy and perseverance[.]”).

3. Consequences.  The consequence of FDA’s delay is needless injury.  While FDA delays action

on Public Citizen’s petition, fluoroquinolone-induced tendon injuries continue to occur.  Many of

these injuries could be prevented by the enhanced warnings sought by Public Citizen, because such

warnings would lead to earlier intervention to stop tendon pain from progressing to frank tendon

rupture.

CONCLUSION

For the foregoing reasons, the Court should grant plaintiff’s motion for summary judgment,

declare that FDA’s failure to act on Public Citizen’s petition constitutes agency action unlawfully

withheld or unreasonably delayed, and order FDA to issue a decision on Public Citizen’s petition.
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Respectfully submitted,

 /s/ Michael T. Kirkpatrick                      
Michael T. Kirkpatrick (DC Bar #486293)
Julia M. Graff (DE Bar #4708)
   (DC Bar application pending)
PUBLIC CITIZEN LITIGATION GROUP
1600 20th Street, NW
Washington, DC 20009
(202) 588-1000

Dated: June 9, 2008 Attorney for Plaintiff
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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

PUBLIC CITIZEN, INC., )
)

Plaintiff, )
)

v.  ) C. A. No. 08-00005(HHK)
)

FOOD AND DRUG ADMINISTRATION, )
)

Defendant. )
______________________________________ )

PLAINTIFF’S STATEMENT OF MATERIAL FACTS
AS TO WHICH THERE IS NO GENUINE ISSUE

Pursuant to Local Rules 7(h) and 56.1, plaintiff Public Citizen submits this statement of

material facts as to which there is no genuine issue in support of its motion for summary judgment.

1. Flouroquinolones are a class of prescription antimicrobial drugs used to treat various

bacterial infections and microorganisms in patients.  Flouroquinolone antibiotics presently on the

market in the United States include ciprofloxacin (Cipro; Bayer); levofloxacin (Levaquin;

Ortho-McNeil); moxifloxacin (Avelox; Bayer); norfloxacin (Noroxin; Merck); and ofloxacin

(Floxin; Daiichi-Sankyo).  Answer [Doc. 5] ¶ 5.

2. Flouroquinolones are drugs within the meaning of the FDCA, 21 U.S.C. § 321(g)(1), and new

drugs within the meaning of 21 U.S.C. § 321(p).  Answer [Doc. 5] ¶ 6. 

3. There is a link between the use of flouroquinolone antibiotics and tendon injury.

Tendinopathy and tendon rupture associated with flouroquinolone antibiotics have been observed

since at least 1988, and reports of flouroquinolone-induced tendon injuries have appeared repeatedly

in the medical literature.  Answer [Doc. 5] ¶ 8; see Exs. A, C, & E (citing medical literature).
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4. On August 1, 1996, Public Citizen petitioned FDA to require a warning on all

fluoroquinolone antibiotics regarding the risk of tendon injury.  Ex. A.  In the October 1996 issue

of its Medical Bulletin, FDA asked prescribers and pharmacists to alert patients and other caregivers

to the potential for tendinitis and tendon rupture while taking or after taking antimicrobial

fluoroquinolones.  FDA also announced that it was taking steps to have the manufactureres revise

the package inserts to include warnings regarding the risk of tendon rupture.  “Reports of Adverse

Events with Fluoroquinolones,” FDA Medical Bulletin (Oct. 1996) (attached as Ex. B); see also

Answer [Doc. 5] ¶¶  9 & 11.

5. Despite the revisions to the “WARNINGS” sections of the package inserts to address the risk

of tendon injury associated with fluoroquinolones, such injuries have continued to be reported to

FDA’s adverse events database.  Answer [Doc. 5] ¶¶  10 & 11.

6. On May 18, 2005, the Office of the Illinois Attorney General submitted a citizen petition to

FDA, requesting that the agency revise the labels on all flouroquinolone antibiotics to increase

warnings about the risk of tendinopathy and tendon rupture; add a black-box warning; require

manufacturers to issue a “Dear Health Care Professional” letter informing health care providers of

these adverse effects; supplement information provided to patients with bolded warnings; and submit

the issue for review and analysis to FDA’s Drug Safety Oversight Board.  Ex. C.  On November 16,

2005, FDA issued a tentative response that it had been unable to resolve the issues in Illinois

Attorney General’s petition because the petition raises “complex issues requiring extensive review

and analysis by Agency officials.”  Ex. D.  FDA did not indicate the likely ultimate agency response,

and did not specify when a final response would be furnished.  Id.  To date, FDA has not ruled on

the Illinois Attorney General’s petition.  Answer [Doc. 5] ¶ 15.
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7. On August 29, 2006, Public Citizen petitioned FDA to add a black-box warning regarding

the risks of tendinopathy and tendon rupture to the product labels of all fluoroquinolone antibiotics.

Public Citizen also urged FDA to mandate a “Dear Doctor” letter to warn physicians of these adverse

effects and require the distribution of an FDA-approved Medication Guide for all patients, to be

dispensed when the prescriptions are filled.  Ex. E.  On August 29, 2006, the Office of the Illinois

Attorney General submitted a letter to FDA in support of Public Citizen’s petition.  Ex. F.  On

February 26, 2007, FDA issued a tentative response to Public Citizen’s petition.  Ex. G.  FDA stated

that it had been unable to resolve the issues in the petition because the petition raises “complex

issues requiring extensive review and analysis.”  Id.  FDA did not indicate the likely ultimate agency

response, and did not specify when a final response would be furnished.  To date, FDA has not ruled

on Public Citizen’s petition.  Answer [Doc. 5] ¶¶  14 & 17.

Respectfully submitted,

 /s/ Michael T. Kirkpatrick                      
Michael T. Kirkpatrick (DC Bar #486293)
Julia M. Graff (DE Bar #4708)
   (DC Bar application pending)
PUBLIC CITIZEN LITIGATION GROUP
1600 20th Street, NW
Washington, DC 20009
(202) 588-1000

Dated: June 9, 2008 Attorneys for Plaintiff
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UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA

PUBLIC CITIZEN, INC., )
)

Plaintiff, )
)

v.  ) C. A. No. 08-00005(HHK)
)

FOOD AND DRUG ADMINISTRATION, )
)

Defendant. )
______________________________________ )

[PROPOSED] ORDER

This matter having come before the Court on Plaintiff’s Motion for Summary Judgment,

it is hereby ORDERED that plaintiffs’ motion for summary judgment is GRANTED.  It is

further ORDERED that defendant shall issue a response to plaintiff’s citizen petition.

SO ORDERED on this ____ day of ___________________________, 2008.

______________________________________________
HENRY H. KENNEDY
United States District Judge
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