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UNITED STATES COURT OF APPEALS 
FOR THE DISTRICT OF COLUMBIA CIRCUIT 

_________________________________________ 
) 

THE JUDGE ROTENBERG ) 
EDUCATIONAL CENTER, INC., ) 

) 
Petitioner, ) 

) 
v. ) No. 20-1087

) 
UNITED STATES FOOD AND DRUG ) 
ADMINISTRATION,   ) 
STEPHEN M. HAHN, M.D., in his official ) 
capacity as COMMISSIONER OF   ) 
FOOD AND DRUGS,  ) 

) 
and ) 

) 
UNITED STATES DEPARTMENT OF HEALTH ) 
AND HUMAN SERVICES, ALEX M. AZAR, II, ) 
in his official capacity as SECRETARY OF ) 
HEALTH AND HUMAN SERVICES, ) 

) 
Respondents. ) 

_________________________________________ ) 

PETITION FOR REVIEW 

Pursuant to 21 U.S.C. § 360g(a)(5), 5 U.S.C. § 704, 21 C.F.R. §§ 10.45(d) and 

895.21(g), Federal Rule of Appellate Procedure 15(a), and District of Columbia 

Circuit Rule 15, Petitioner The Judge Rotenberg Educational Center, Inc. hereby 

petitions this Court to review and set aside a final regulation issued by the U.S. Food 

and Drug Administration banning electrical stimulation devices used to treat 

aggressive or self-injurious behavior, dated March 6, 2020, and published in the 
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Federal Register on March 6, 2020 at 85 Fed. Reg. 13312 (the “Final Rule”), a copy 

of which is attached hereto as EXHIBIT A. 

 Petitioner seeks judicial review on the grounds that the Final Rule, inter alia, 

is contrary to law, clearly erroneous, arbitrary and capricious, an abuse of discretion, 

and unsupported by substantial evidence on the record taken as whole as required by 

21 U.S.C. §360g(c), and in violation of Due Process and Equal Protection of the law 

as guaranteed by the Fifth Amendment to the United States Constitution.  Petitioner 

respectfully requests that this Court hold unlawful, vacate, enjoin, set aside and/or 

remand the Final Rule, and grant Petitioner such other and further relief as may be 

deemed just and proper. 

 Jurisdiction and venue are proper in this Court pursuant to 21 U.S.C. §§ 

360g(a) and (c). 

Respectfully submitted, 
 
 /s/ Michael P. Flammia      
Michael P. Flammia (D.C. Cir. Bar No. 62140)  
ECKERT SEAMANS CHERIN & MELLOTT, LLC 
2 International Place, 16th Floor 
Boston, MA 02110 
(617) 342-6854 
mflammia@eckertseamans.com 
 
Edward J. Longosz, II (D.C. Cir. Bar No. 33940)  
ECKERT SEAMANS CHERIN & MELLOTT, LLC 
1717 Pennsylvania Avenue, N.W., 12th Floor 
Washington, D.C. 20006 
(202) 659-6619 
elongosz@eckertseamans.com 
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Jeffrey N. Gibbs (D.C. Cir. Bar No. 33595)  
HYMAN, PHELPS & MCNAMARA, P.C. 
700 13th Street, N.W., Suite 1200 
Washington, D.C. 20005 
(202) 737-4288 
jgibbs@hpm.com 
 

Dated: March 26, 2020 Attorneys for Petitioner  
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Exhibit A 
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