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UNITED STATES DISTRICT COURT
DISTRICT OF COLUMBIA

THE JUDGE ROTENBERG
EDUCATIONAL CENTER, INC.,

THE J.R.C. PARENTS AND FRIENDS
ASSOCIATION, INC.,

and
PAUL E. PETERSON, PH.D.,
Plaintiffs,
V.
U.S. FOOD AND DRUG ADMINISTRATION
10903 New Hampshire Avenue
Silver Spring, MD 20993
and
U.S. DEPARTMENT OF HEALTH
AND HUMAN SERVICES
200 Independence Avenue, Southwest

Washington, D.C. 20201,

Defendants

)
|
) Civil Action No. 17-2092
)
)

COMPLAINT FOR DECLARATORY AND INJUNCTIVE RELIEF

INTRODUCTION

1. This action is brought pursuant to the Freedomnmfafrimation Act (the “FOIA” or

“Act”), 5 U.S.C. § 552, to compel the productionagfency records improperly withheld from

Plaintiffs the Judge Rotenberg Educational Cemter,(*JRC”), the J.R.C. Parents and Friends

Association, Inc. (“Parents Association”), and PauPeterson, Ph.D. (“Dr. Peterson”)

(collectively, “Plaintiffs”) by Defendants U.S. Fd@and Drug Administration (“FDA” or
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“Agency”’) and U.S. Department of Health and Humanvg&es (“HHS” or “Department”)
(collectively, “Defendants”) concerning FDA’s Pragad To Ban Electrical Stimulation Devices
Used To Treat Self-Injurious or Aggressive Behayibe “Proposed Ban”), 81 Fed. Reg. 24386,
and the Graduated Electronic Decelerator (the “GEie electrical stimulation device that JRC
uses to treat the self-injurious and aggressivawiebs of some of its patients.
JURISDICTION AND VENUE

2. This Court has both personal jurisdiction overpbhgies and subject-matter
jurisdiction over this action under 5 U.S.C. 8§ 5924)(B) and 28 U.S.C. § 1331.

3. Venue is proper in the United States District Cdarrtthe District of Columbia
pursuant to 5 U.S.C. 8§ 552(a)(4)(B).

PARTIES

4, Plaintiff JRC is a non-profit corporation with angipal place of business at 240
Turnpike Street, Canton, Massachusetts. JRC mewdre and treatment, including GED
treatment, to patients who engage in self-injuriang aggressive behaviors. In connection with
the FOIA requests at issue in this action, JR@pseasented by Michael P. Flammia, Esq.
(“Attorney Flammia”), a member of Eckert Seamang@h& Mellott, LLC, a law firm with an
office at 2 International Place, 16th Floor, Bostulassachusetts. Attorney Flammia submitted
a letter on behalf of JRC to FDA’s Chief Counsed@tithe Proposed Ban. FDA treated the
letter as a FOIA request, and thus the letter ésafrthe FOIA requests at issue in this action.

5. Plaintiff Parents Association is a non-profit corgaton with a principal place of
business at 28 Mignon Road, Newton, Massachusétis.Parents Association is doing business
as the J.R.C. Parents and Friends Associationahttis formally known as the B.R.I. Parents

and Friends Association, Inc. The Parents Associaepresents all of the parents of JRC
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patients, including those parents of patients wimoently receive GED treatment. In connection
with the FOIA requests at issue in this action,Raeents Association is represented by Max D.
Stern, Esq. (“Attorney Stern”), a partner at Todth&Id LLP, a law firm with an office at 1
Federal Street, Boston, Massachusetts. AttornesnSubmitted a letter on behalf of the Parents
Association to FDA’s Chief Counsel about the Pre@abBan that incorporated by reference
JRC’s letter, which FDA treated as a FOIA request &hich is one of the FOIA requests at
issue in this action.

6. Plaintiff Dr. Peterson is a resident of the TowVéllesley, County of Norfolk,
Commonwealth of Massachusetts. He is the fatheédegal guardian of D.P., an adult male who
is receiving care and treatment, including GEDtireant, for his self-injurious and aggressive
behaviors at JRC. Dr. Peterson is a member dP#nents Association. In connection with the
FOIA requests at issue in this action, Dr. Petersoapresented by Attorney Stern and Attorney
Flammia. Dr. Peterson submitted under his ownagige eight of the FOIA requests at issue in
this action.

7. Defendant FDA is an agency within Defendant HH®ARs an agency within
the meaning of 5 U.S.C. § 552()(1). FDA has pss®&a, custody, and control of certain
records that Plaintiffs seek through the FOIA rexsi@t issue in this action.

8. Defendant HHS is an executive department in thef@dovernment and
includes Defendant FDA. HHS is an agency withm tteaning of 5 U.S.C. 8§ 552(f)(1). HHS
has possession, custody, and control of certamrdsdhat Plaintiffs seek through the FOIA

requests at issue in this action.
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COUNT I: FOIA VIOLATION

LEGAL STANDARD

9. FOIA requires that “each agency, upon any requestecords . . . shall make the
records promptly available to any person.” 5 U.8G52(a)(3)(A).

10.  FOIA provides:

“Each agency, upon any request for records . all sh . determine within 20

[working] days . . . after the receipt of any suelquest whether to comply with

such request and shall immediately notify the pemsaking such request of . . .

such determination and the reasons thereforthe right of such person to seek

assistance from the FOIA Public Liaison of the ayemnd . . . in the case of an

adverse determination . . . the right of such persoappeal to the head of the
agency . .. ;and . .. the right of such persoedek dispute resolution services
from the FOIA Public Liaison of the agency or thdfi€@ of Government

Information Services [(‘OGIS’)]".

Id. at § 552(a)(6)(A)(i).

11.  Under FOIA, in “unusual circumstances”, which irddu‘the need to search for
and collect the requested records from field faegior other establishments that are separate
from the office processing the requestl’,at § 552(a)(6)(B)(iii)(1), the twenty working day
determination deadline “may be extended by writtetice to the person making such request
setting forth the unusual circumstances for su¢breston and the date on which a determination
is expected to be dispatchedt, at § 552(a)(6)(B)(i). “No such notice shall sgga date that
would result in an extension for more than ten wagldays”,id., unless the agency notifies the
requester that the request cannot be processeit ittty working days and provides the
requester “an opportunity to limit the scope ofthguest so that it may be processed within that

time limit or an opportunity to arrange with theeagy an alternative time frame for processing

the request or a modified request’, at 8 552(a)(6)(B)(ii).
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12. FOIA commands the agency to “promptly” producerémords to the requester
upon making its determination to comply with thguest. Id. at 8 552(a)(6)(C)(i).

13. FDA's regulations implementing FOIA provide:

“Within 20 working days ... after a request f@cords is logged in at the

Division of Freedom of Information [(‘DFI’)], theA]gency shall send a letter to

the requester providing the [A]gency’s determinatés to whether, or the extent

to which, the [A]lgency will comply with the requesind, if any records are

denied, the reasons for the denial.”

21 C.F.R. 8 20.41(b). Further, “[i]f any recordlisnied, the letter shall state the right of the
person requesting such records to appeal any addetsermination to the Assistant Secretary for
Health, [HHS]". Id. at § 20.41(b)(4)seealsoid. at § 20.49(c) (“A letter denying a request for
records, in whole or in part, shall state the raador the denial and shall state that an appeal
may be made to the Deputy Assistant SecretarydblidAffairs (Media), [HHS].”).

14. HHS’s regulations implementing FOIA provide thag thepartment’s
determination notification will include “whetheryaresponsive records were located, how much
responsive material was located, whether the recanme being released in full or withheld in full
or in part, . . . and [the requester’s] right telsassistance from the appropriate FOIA Public
Liaison.” 45 C.F.R. § 5.28(a). Further, if HHShass any part of the request, then the
Department’s determination notification will alsexplain the reasons for the denial, which
FOIA exemptions apply to the withheld records, [tequester’s] right to appeal that
determination, and [the requester’s] right to séiskute resolution services from the appropriate
FOIA Public Liaison or the [OGIS].'ld. at § 5.28(b).

15. HHS’s regulations implementing FOIA additionallydadss the steps the

Department must take to extend the twenty workiag determination deadline in “unusual

circumstances”:
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“Whenever [HHS] cannot meet the statutory time tdifor processing a request
because of ‘unusual circumstances,’ as definedarFOIA, and [HHS] extend(s]

the time limit on that basis, [HHS] will notify [eh requester], before the
expiration of the 20-day period to respond and intimg of the unusual

circumstances involved and of the date by which §fiEstimate[s] processing of
the request will be completed. Where the extensixeeeds 10 working days,
[HHS] will provide [the requester], as describedtbg FOIA, with an opportunity
to modify the request or arrange an alternativee tperiod for processing the
original or modified request.”

Id. at § 5.24().

FACTUAL BACKGROUND

THE PROPOSED BAN

16. On April 25, 2016, FDA published its Proposed Bathe Federal Register. 81
Fed. Reg. 24386. According to FDA, the Proposenl tBegets only one treatment provider —
JRC — and only one electrical stimulation devidbe-GED. Id. at 24390. FDA'’s Proposed Ban
relies on inaccurate information, much of whickpecific to JRC and the GED, and some of
which is derived from publicly unavailable sourcegluding sources that have well-known anti-
GED bias. Because FDA is proceeding by a rulengaiather than an adjudicatory process,
there is no mechanism — other than FOIA — for MRE€ Parents Association, and Dr. Peterson to
examine the reliability of the factual allegatianswhich the Proposed Ban relies.

17.  For example, the Proposed Ban states that “[i]rB201d 2014, FDA clinicians
interviewed three individuals formerly on [electistimulation device]s at JRC by phonéd.
at 24393. FDA has never provided JRC, the Parssgsciation, or Dr. Peterson with
information about how these individuals were s&dctvhat these individuals were asked, and
what these individuals told FDA.

18.  As another example, the Proposed Ban states thatdBiained “individual

expert reports . . . from Drs. Tristram Smith, Gaayigna, and Fredda Brown'ld. Again,
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FDA has not provided JRC, the Parents Associato@r. Peterson with information about how
it selected these experts, the questions it aslead,tor the reports that it received from them.

19. A further example is that FDA “reviewed” and “coasred” the comments it
received in connection with a panel meeting (then# Meeting”) it held in 2014 before
publishing the Proposed Baid. One commenter was the Disability Law Center (“DL.@
long-time anti-GED advocacy group, whose commetitiohed an expert affidavit. FDA-2016-
N-1111-0070. While DLC claimed in its comment ttta expert was highly critical of the GED
in his affidavit, the publicly available version thie expert’s affidavit is entirely redacted,,
and FDA has ignored JRC's requests for an unredatpy of the affidavit to assess the
accuracy of the expert’s statements.

20.  On information and belief, FDA and HHS have thoulsaof pages of records
concerning FDA’s Proposed Ban and JRC’s GED thaewenerated or received over many
years in connection with the Panel Meeting, thgpBsed Ban, and prior regulatory oversight
that are responsive to the FOIA requests at issti@s action.

21. FDA could promulgate a final rule implementing fsposed Ban at any time
and without prior notice to Plaintiffs.

THE FIRST FOIA REQUESTS

22. OnJuly 19, 2016, Dr. Peterson submitted six wri&®©IA requests (collectively,

the “First FOIA Requests”) under his own signatioye-ederal Express to FDA’s DFI. The First

FOIA Requests are incorporated herein and attaotezto agxhibits A-1, A-2, A-3, A-4, A-5,

andA-6.
23. The First FOIA Requests were substantively idehtszseking records concerning

FDA'’s Proposed Ban and JRC’s GED, from FDA and 6¥é&s components. Specifically, Dr.

{K0693500.1} -7-



Case 1:17-cv-02092 Document1 Filed 10/10/17 Page 8 of 25

Peterson sought “all agency records, includingtemicommunications between” FDA, its
Office of the Commissioner (“OC"), its Office of@rChief Counsel (“OCC"), its Office of the
Center Director in the Center for Devices and Rlagjcal Health (“CDRH”), its Office of
Compliance in the CDRH, or its Office of Device Hation in the CDRH “and third parties and
any records in the possession of” FDA or its fieenponents, “including internal agency
documentation, related to or referring to . . . JRC, aversive therapy, aversive conditioning
devices, or electrical stimulation devices”, inghgl but not limited to, “e-mail, memoranda,
correspondence, meeting minutes, notes, and & édhms of communication sent or received
or drafted from 1994” to the date of the requeststhe First FOIA Requests, Dr. Peterson
provided FDA and its five components with additibmad extensive guidance about the
particular records he sought, and the particuleonds he did not seek, namely, records that were
publicly available in the Panel Meeting’s dockeDf2014-N-0238) or the Proposed Ban’s
docket (FDA-2016-N-1111). Dr. Peterson advised R4 its five components to contact
Attorney Stern if any questions arose during prsiogsof the First FOIA Requests.

24.  Dr. Peterson explained in the First FOIA Requdsas it was essential for him to
receive the requested records in a timely manHerwrote that his son, D.P., was a JRC patient
undergoing treatment with an electrical stimulatitmvice. He continued:

“In light of the [P]roposed [B]an on these types aévices, obtaining the

requested information as soon as possible is driccianderstanding whether we

will need to explore other treatment options fomhn light of the [A]gency’s

concerns regarding the safety and efficacy ofttieiatment as well as in the event

that FDA does decide to ban the [GED] and [eleatrgtimulation] devices . . .

are no longer an available treatment option. Mydatlemonstrates severe self-

injurious behaviors (e.g., shoving his hand dovathioat to scrape his throat and

bring up blood, banging his head with such for@a thhas permanently damaged

his ear, gouging his rectum, destroying his gunth Wis fingernails) which place

him at severe risk for his physical safety shohlese behaviors not be adequately

controlled. Obtaining all information regardingshongoing therapy and the
facility at which he is being treated is crucialnbaintain his physical safety.”
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Dr. Peterson concluded by stating that he lookeddaod to receiving the records in a timely
manner and by requesting a rolling production efrécords.

25. On August 15, 2016, approximately nineteen worklags after Dr. Peterson
submitted the First FOIA Requests, having receim@decords and no communications from
FDA related to the First FOIA Requests, Attornegr8t on behalf of Dr. Peterson, sent a letter
to FDA'’s DFI, which is incorporated herein and aelted hereto aBxhibit B. Attorney Stern
requested a response to the First FOIA Requedtsating that “the treatment that the
Peterson’s child is receiving is vital to the oVlecare and safety of the child, and Dr. Peterson’s
interest in the requested information pertaind&d treatment.” Attorney Stern asked that “an
open line of communication be established to potes request and get information as quickly
as it becomes available”, and that the recordsd@ueed on a rolling basis.

26. On September 2, 2016, approximately thirty-threekimg days after Dr.
Peterson submitted the First FOIA Requests, bgrettdressed to Dr. Peterson, FDA
acknowledged receipt of the First FOIA Requestskdted as number 2016-7308, and stated
that the Agency would “respond as soon as possibl#&is letter is incorporated herein and
attached hereto &xhibit C. This letter did not include any records, andidt not constitute a
determination, since it failed: to indicate thatABad gathered and reviewed the records; to
communicate to Dr. Peterson the scope of the redéibih intended to produce and withhold,
and the reasons for withholding any records; torimf Dr. Peterson of his right to seek
assistance from FDA'’s FOIA Public Liaison; and toypde Dr. Peterson with his appellate
rights. 5 U.S.C. § 552(a)(6)(A)(i); 21 C.F.R. 88£21(b), 20.49(c)Citizens for Responsibility &

Ethics in Wash. v. Federal Election Compi/il F.3d 180, 188 (D.C. Cir. 2013 CREW).
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27. On September 7, 2016, approximately thirty-five kwog days after Dr. Peterson
submitted the First FOIA Requests, by letter adaré@go Dr. Peterson, in “partial response” to
the First FOIA Requests, an unidentified FDA congradrprovided Dr. Peterson with twenty-
three pages of records “that ha[d] previously bedegased under FOIA”, thirteen pages or
approximately fifty-seven percent of which wereaet#d under claims of “commercial
confidential information”. 5 U.S.C. § 552(b)(4)his letter is incorporated herein and attached
hereto agxhibit D. The component advised that Dr. Peterson’s FIHA Requests
“remain[ed] open with other agency components,t t&a“w[ould] receive additional responses
directly from those components”, and that he “wffjukceive appeal rights with . . . [his] final
agency response.” This letter did not constitudet@rmination, since it failed: to inform Dr.
Peterson of his right to seek assistance from FIH®O$A Public Liaison; to provide Dr.
Peterson with his appellate rights; and to informMBeterson of his right to seek dispute
resolution services from FDA’s FOIA Public Liaisonthe OGIS.Id. at § 552(a)(6)(A)(i); 21
C.F.R. §8 20.41(b), 20.49(c}REW 711 F.3d at 188.

28. On September 28, 2016, approximately fifty workitays after Dr. Peterson
submitted the First FOIA Requests, by email adaémss Dr. Peterson, in “partial response” to
the First FOIA Requests, the Office of the Exeait8ecretariat (“OES”) in FDA’s OC provided
Dr. Peterson with a small record production. ®msail is incorporated herein and attached
hereto agxhibit E. The email advised that Dr. Peterson’s First FERguests were “still
pending in other offices”, that the other officegsuld “respond to . . . [him] directly with their
release determinations”, and that he would “recapeeal rights upon receipt of the final agency
response.” This email did not constitute a deteation, since it failed: to inform Dr. Peterson

of his right to seek assistance from FDA’s FOIA Rubiaison; to provide Dr. Peterson with his
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appellate rights; and to inform Dr. Peterson ofrigbt to seek dispute resolution services from
FDA'’s FOIA Public Liaison or the OGIS. 5 U.S.C582(a)(6)(A)(i); 21 C.F.R. §8 20.41(b),
20.49(c);CREW 711 F.3d at 188.

29. OES heavily redacted the few records produced tivélemail. The production
included only fifty-one pages of records. Fourgmgr approximately eight percent of the
record production, were partially redacted undames$ of personal privacy invasion. 5 U.S.C.
8 552(b)(6). Additionally, thirty-eight pages, approximately seventy-five percent of the
record production, were completely redacted untéems of deliberative process privilegh.
at 8 552(b)(5). OES's redactions under claimsadibérative process privilege were improper,
since, on information and belief, not all of thelaeted records were privileged, and since OES
failed: to provide Dr. Peterson the reasonablyegale portions of the recordd, at 8 552(b);
to make the fullest possible disclosure of reco?dsC.F.R. § 20.20(a); to disclose all disclosable
information in the records. at 8 20.22(a); to issue the partial denial offfinst FOIA Requests
under the signature of the Assistant CommissiomePtblic Affairs,id. at 8 20.49(a); to attach
a list of the name and title or position of eactspa who participated in the partial denial of the
First FOIA Requestsd. at § 20.49(b); to state that Dr. Peterson coufgeapthe partial denial of
the First FOIA Requests to the Deputy Assistant&acy for Public Affairs (Media), HHSq.
at 8 20.49(c); and to disclose all reasonably sgdve factual informationd. at § 20.62.

30. As of the date of this Complaint, approximately 30&king days have elapsed
since Dr. Peterson submitted his First FOIA ReaieBluring this time, FDA has not notified
Dr. Peterson of its determination, and it has @nbduced seventy-four pages of records, fifty-

five pages or approximately seventy-four percemoch were completely or partially redacted.
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31. The failure of FDA to issue its determination wittiwenty working days of its
receipt of the First FOIA Requests and to prompttyduce the requested records is unlawful
under the Act and the Agency’s implementing redofet. 5 U.S.C. 88 552(a)(3)(A),
552(a)(6)(A)(i); 21 C.F.R. §§ 20.41(b), 20.49(€REW 711 F.3d at 188.

32.  Dr. Peterson has constructively exhausted his astrative remedies with
respect to his First FOIA Requests because FDAddd comply with the Act’s time limits for
issuing its determinationSee5 U.S.C. § 552(a)(6)(C)(i) (“Any person making guest to any
agency for records . . . shall be deemed to hakawested his administrative remedies with
respect to such request if the agency fails to ¢pmh the applicable time limit provisions
..."); see alsdDglesby v. U.S. Dep’t of Arm920 F.2d 57, 67 (D.C. Cir. 1990) (holding that,
under FOIA, a requester was excused from the adtrative exhaustion requirement where an
agency failed to provide his appeal rights withrésponse).

33. Pursuantto 5 U.S.C. § 552(a)(3)(A), Dr. Petersam dnstatutory right to the
records sought in the First FOIA Requests, whici\Fas improperly withheld, including, but
not limited to, the unproduced records and the yeced records that were improperly redacted
under claims of deliberative process privilege.

THE SECOND FOIA REQUEST

34. On August 23, 2016, Dr. Peterson submitted a vwiE®IA request (the “Second
FOIA Request”) under his own signature via Fedesgiress to FDA’s DFI. The Second FOIA
Request is incorporated herein and attached has&ighibit F.

35. Dr. Peterson’s Second FOIA Request, like his FHf3LA Requests, sought
records concerning FDA'’s Proposed Ban and JRC’s GH®wever, Dr. Peterson’s Second

FOIA Request was narrower than his First FOIA Retgjen terms of both subject matter and
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time period. Dr. Peterson again advised FDA taacnAttorney Stern with any questions
regarding the processing of his Second FOIA Request

36.  Dr. Peterson explained in his Second FOIA Requmesdtit was essential for him
to receive the requested records as soon as pggsslbérating the reasons that he had provided
to FDA in his First FOIA Requests. Dr. Petersopressed his preference to receive FDA’s
response on a rolling basis in the interest ofivang the requested records as quickly as
possible, and he stated that he looked forwarddeiving the processed records in a timely
manner.

37. On September 1, 2016, approximately seven workays @fter Dr. Peterson
submitted the Second FOIA Request, by letter adde® Dr. Peterson, HHS acknowledged
receipt of the Second FOIA Request, docketed adaul016-7184. This letter is incorporated
herein and attached heretoEadibit G. HHS indicated FDA had forwarded the Second FOIA
Request to the Department in order to search tmros. HHS claimed that it had already
initiated a search for the records requested irséeond FOIA Request. HHS acknowledged
that FOIA obligated the Department to respond &3kcond FOIA Request within twenty
working days of its receipt of the request. HH&mkd that certain “unusual”’ circumstances
would impact its response time, including the “nemdearch for and collect records from
components and/or field offices external to .the[processing] office”. HHS advised that if the
unusual circumstances prevented the Departmentresponding within twenty working days,
it would utilize a ten working day extension.

38. HHS's letter did not include any records, and i dot constitute a determination,
since it failed: to indicate that HHS had gathesiad reviewed the records; to communicate to

Dr. Peterson the scope of the records HHS intetmlpdoduce and withhold, and the reasons for
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withholding any records; to inform Dr. Petersorh&f right to seek assistance from HHS’s FOIA
Public Liaison; and to provide Dr. Peterson with &ppellate rights. 5 U.S.C. § 552(a)(6)(A)(i);
45 C.F.R. § 5.28(a)-(bCREW 711 F.3d at 188.

39. HHS's letter did not properly extend the determmatdeadline by ten working
days because the Department did not specify treeatatvhich it expected to issue its
determination, and, for that reason, its attemgxtend the determination deadline from twenty
to thirty working days by claiming “unusual circutasces” was unlawful. 5 U.S.C.

8§ 552(a)(6)(B)(i); 45 C.F.R. 8 5.24(f).

40. HHS'’s letter did not properly extend the determmateadline for longer than
ten working days because the Department did nafyridt. Peterson that the Second FOIA
Request could not be processed within thirty wagldays or provide him with an opportunity to
limit the scope of his request or arrange an adtdra time frame for processing his request, and,
for those reasons, any attempt by HHS to extendi¢ébermination deadline beyond thirty
working days by claiming “unusual circumstancesswalawful. 5 U.S.C. § 552(a)(6)(B)(ii);
45 C.F.R. § 5.24(f).

41. On September 28, 2016, approximately twenty-fiveking days after Dr.
Peterson submitted the Second FOIA Request, OEBAis OC emailed Dr. Peterson the
partial response to the First FOIA Requestég suprd|f 28-29see alsEx. E, which email also
purported to be a partial response to the Second R@quest and which email also provided
Dr. Peterson with a second small record produgtiaesponse to the Second FOIA Request.
This email did not constitute a determination, sifidailed: to inform Dr. Peterson of his right
to seek assistance from FDA’s FOIA Public Liaistmprovide Dr. Peterson with his appellate

rights; and to inform Dr. Peterson of his rightseek dispute resolution services from FDA’s
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FOIA Public Liaison or the OGIS. 5 U.S.C. 8 552630A)(i); 21 C.F.R. §8 20.41(b), 20.49(c);
CREW 711 F.3d at 188.

42.  OES heavily redacted the few records producedtwéremail. The production
included only two pages of records. One pageppraximately fifty percent of the record
production, was heavily redacted under claims dbdemative process privilege. 5 U.S.C.

8 552(b)(5). OES’s redactions under claims oftahtive process privilege were improper,
since, on information and belief, not all of thelaeted record was privileged, and since OES
failed: to provide Dr. Peterson the reasonablyegale portions of the recordd, at 8 552(b);
to make the fullest possible disclosure of reco2dsC.F.R. § 20.20(a); to disclose all disclosable
information in the recordsg. at § 20.22(a); to issue the partial denial of$eeond FOIA
Request under the signature of the Assistant Cosmwmer for Public Affairsid. at § 20.49(a);
to attach a list of the name and title or positdeach person who participated in the partial
denial of the Second FOIA Request,at § 20.49(b); to state that Dr. Peterson coufeapthe
partial denial of the Second FOIA Request to thpudg Assistant Secretary for Public Affairs
(Media), HHS,id. at § 20.49(c); and to disclose all reasonablyeggvle factual informationd.
at 8 20.62.

43.  As of the date of this Complaint, approximately 28&king days have elapsed
since Dr. Peterson submitted his Second FOIA Requsring this time, neither FDA nor HHS
has notified Dr. Peterson of their determinatioRBA has produced two pages of records, one
page or approximately fifty percent of which wasessively redacted, and HHS has not
produced any records.

44,  The failure of Defendants to issue their deternmmest within twenty working

days of their receipt of the Second FOIA Requedttarpromptly produce the requested records
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is unlawful under the Act and the implementing degans of the Agency and the Department.
5 U.S.C. 88 552(a)(3)(A), 552(a)(6)(A)(i); 21 C.F &8 20.41(b), 20.49(c); 45 C.F.R. § 5.28(a)-
(b); CREW 711 F.3d at 188.

45.  Dr. Peterson has constructively exhausted his adtrative remedies with
respect to his Second FOIA Request because Defenfddled to comply with the Act’s time
limits for issuing their determinations. 5 U.S8552(a)(6)(C)(i)Oglesby 920 F.2d at 67.

46. Pursuantto 5 U.S.C. § 552(a)(3)(A), Dr. Petersas dn statutory right to the
records sought in the Second FOIA Request, whidemiants have improperly withheld,
including, but not limited to, the unproduced retsoand the produced records that were
improperly redacted under claims of deliberativegesss privilege.

THE THIRD FOIA REQUEST

47.  On August 23, 2016, Dr. Peterson submitted anathitten FOIA request (the
“Third FOIA Request”) under his own signature viederal Express to FDA’s DFI. The Third
FOIA Request is incorporated herein and attachestb@sExhibit H.

48.  Dr. Peterson’s Third FOIA Request, like his Fir&@IA Requests and Second
FOIA Request, sought records concerning FDA’s Psegddan and JRC’s GED. The Third
FOIA Request was narrower than the First FOIA Retgjen terms of subject matter. Dr.
Peterson again advised FDA to contact AttorneyrSteth any questions regarding the
processing of his Third FOIA Request.

49.  Dr. Peterson explained in his Third FOIA Requeat thwas essential for him to
receive the requested records as soon as possibdgating the reasons that he had provided to
FDA in his First FOIA Requests and his Second FEkguest. Dr. Peterson expressed his

preference to receive FDA'’s response on a rolliagidin the interest of receiving the requested
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records as quickly as possible, and he statecdhéhlatoked forward to receiving the processed
records in a timely manner.

50. On August 29, 2016, approximately four working dafter Dr. Peterson
submitted the Third FOIA Request, by letter addrdds Dr. Peterson, FDA acknowledged
receipt of the Third FOIA Request, docketed as rem@016-7106, and stated that the Agency
would “respond as soon as possible”. This let@ncorporated herein and attached hereto as
Exhibit I. This letter did not include any records, andidt not constitute a determination, since
it failed: to indicate that FDA had gathered andewed the records; to communicate to Dr.
Peterson the scope of the records FDA intendedoduse and withhold, and the reasons for
withholding any records; to inform Dr. Petersorh&f right to seek assistance from FDA’s FOIA
Public Liaison; and to provide Dr. Peterson with &ppellate rights. 5 U.S.C. § 552(a)(6)(A)(i);
21 C.F.R. §8§ 20.41(b), 20.49(6§REW 711 F.3d at 188.

51. As of the date of this Complaint, approximately 28&king days have elapsed
since Dr. Peterson submitted his Third FOIA Reqt@&DA, FDA has not notified Dr. Peterson
of its determination, and FDA has produced no résor

52.  The failure of FDA to issue its determination withwenty working days of its
receipt of the Third FOIA Request and to promptigduce the requested records is unlawful
under the Act and the Agency’s implementing regoites. 5 U.S.C. 88 552(a)(3)(A),
552(a)(6)(A)(i); 21 C.F.R. §§ 20.41(b), 20.49€REW 711 F.3d at 188.

53.  Dr. Peterson has constructively exhausted his astrative remedies with
respect to his Third FOIA Request because FDAdatecomply with the Act’s time limits for

issuing its determination. 5 U.S.C. 8§ 552(a)(6jijCPglesby 920 F.2d at 67.
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54. Pursuantto 5 U.S.C. § 552(a)(3)(A), Dr. Petersam dnstatutory right to the

records sought in the Third FOIA Request, which Hza& improperly withheld.
THE FOURTH FOIA REQUEST

55. On December 27, 2016, Attorney Flammia submittedRaderal Express and
electronic mail a letter, on behalf of JRC, to FBAhief Counsel about the Agency’s Proposed
Ban and JRC’s GED (the “Fourth FOIA Request”). Haoeirth FOIA Request is incorporated
herein and attached heretoEagibit J. In the letter, JRC criticized the process FDA ha
pursued in promulgating the Proposed Ban, inclutiregAgency’s failure to provide JRC with
key information and records on which the Proposaed Elied. SeeEx. J. at 67. JRC argued
that, since the Proposed Ban targeted only a sprgkader, JRC had a due process right to view
and comment on all of the information on which FEied, and FDA's failure to produce such
information constituted procedural error underfeeeral Administrative Procedure Acee id.
(citing FBME Bank Ltd. v. Lemd25 F.Supp.3d 109, 121 (D.D.C. 2015)). JRC uheturequests
for information and records concerning the Propdaual in the Fourth FOIA Requesktee idat
67-71.

56. On February 3, 2017, approximately twenty-six wogkdays after FDA received
the Fourth FOIA Request, FDA's Chief Counsel senémail to Attorney Flammia, indicating
that FDA was “reviewing” JRC’s submission and “widjuoe back in touch once [FDA] ha[d]
assessed appropriate next steps.” The emailaspocated herein and attached hereto as
Exhibit K. This email did not include any records, anddtrbt constitute a determination,
since it failed: to indicate that FDA had gatheasd reviewed the records; to communicate to
JRC the scope of the records FDA intended to pm@a@nd withhold, and the reasons for

withholding any records; to inform JRC of its rightseek assistance from FDA'’s FOIA Public
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Liaison; to provide JRC with its appellate righasd to inform JRC of its right to seek dispute
resolution services from the FOIA Public Liaisortloe OGIS. 5 U.S.C. § 552(a)(6)(A)(i); 21
C.F.R. §8§ 20.41(b), 20.49(c}REW 711 F.3d at 188.

57. On February 15, 2017, approximately thirty-four Wing days after FDA
received the Fourth FOIA Request, FDA’s DFI selgteer to Attorney Flammia, indicating that
FDA was treating JRC'’s letter as a FOIA requestatichowledging receipt of the Fourth FOIA
Request, docketed as number 2017-1440. The esnindarporated herein and attached hereto
asExhibit L. FDA stated that the Agency would “respond asxsa®possible”. This letter did
not include any records, and it did not constitsetermination, since it failed: to indicate that
FDA had gathered and reviewed the records; to camuate to JRC the scope of the records
FDA intended to produce and withhold, and the resdor withholding any records; to inform
JRC of its right to seek assistance from FDA’'s F®ublic Liaison; and to provide JRC with its
appellate rights. 5 U.S.C. § 552(a)(6)(A)(i); 2F®R. 88 20.41(b), 20.49(cEREW 711 F.3d at
188.

58. On February 27, 2017, Attorney Stern sent a letbepehalf of the Parents
Association to FDA'’s Chief Counsel about the Agéasdiroposed Ban. The letter is
incorporated herein and attached heretBxdsbit M. In the letter, the Parents Association
incorporated JRC'’s letter by reference, therebying the Fourth FOIA Request as a requestor.

59. On March 6, 2017, Attorney Flammia sent a lettebehalf of JRC to FDA's DFI
requesting that the Agency timely process the Fola@IA Request and explaining the reasons
JRC needed to receive the requested recordsnmedytmanner. The letter is incorporated
herein and attached heretoEagdibit N. Attorney Flammia informed FDA'’s DFI that:

“The FDA has proposed banning electrical stimulati®vices . . . used to treat
self-injurious behavior . . . or aggressive behavio See81 Fed. Reg. 24386. |
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am an authorized representative of [JRC], a healihe facility directly
responsible for treating patients who engage irer@eand life-threatening [self-
injurious behavior] and [aggressive behavior] (etggad banging, eye gouging,
tearing their own flesh, biting off body parts, Img out their own adult teeth,
punching their fists through glass windows, runninip traffic, jumping out of
windows, swallowing knives and violently attackifegmily members, teachers,
staff and others with punches, kicks, bites andrphabjects). [Electrical
stimulation devices] have proven to be the onledffe treatment for these
dangerous behaviors for these individuals, all bdbm have been unsuccessfully
treated with other therapies. These patients ameiatly receiving treatment with
electrical stimulation devices at JRC and [eleatrgtimulation device] treatment
is preventing them from engaging in severe [sglirious behavior] and
[aggressive behavior] that would otherwise thredbair health and put them at
risk [of] death and disfigurement.

“The implementation of a ban would threaten thediand physical safety of the
JRC patients receiving [electrical stimulation deyitherapy. Now that the
comment period has closed, the FDA could issue @erfaé Register notice
announcing a ban at any time. The patients and famail[ies] would receive no
prior notice that the FDA has imposed a ban thatlevdeprive the JRC patients
of the one treatment that suppresses their dangéself-injurious behavior] and
[aggressive behavior], thereby putting them at mdkserious physical harm,
including death. Many of the findings in the Prepd Ban about the safety and
effectiveness of [electrical stimulation devices? &alse, as explained in detail in
a comment JRC submitted to the FDA on July 25, 2(8€&eFDA-2016-N-1111-
1637. JRC needs the FDA’s documents that purpgrigdvide the underlying
support for its findings, which | requested in mgd@mber 27, 2016 letter, so that
JRC will have the information for any needed jualicaction and so JRC can
further attempt to demonstrate to the FDA that #@A’'s findings about
[electrical stimulation devices] are inaccurate dabed on false information.
These document requests seek documents direcdyardl to the FDA's key
findings.

“. .. The FDA’s usual processing time of months §ometimes years) would

entirely frustrate the purpose of the FOIA Requestause the FDA could issue a
Federal Register notice announcing final agencipmdiefore JRC has received
the requested documents. Receiving the documétetsaaban goes into effect

would be too late to protect the patients from diamgers that they would face
immediately after the ban, before judicial reliahde sought.”

Attorney Flammia concluded by requesting a rolimgduction of records.
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60. On March 24, 2017, Attorney Flammia sent anothgeden behalf of JRC to
FDA'’s DFI, requesting to schedule a telephonetcadliscuss the Fourth FOIA Request. This
letter is incorporated herein and attached hergExhibit O.

61. As of the date of this Complaint, approximately 18&king days have elapsed
since FDA received the Fourth FOIA Request, FDAatsnotified JRC or the Parents
Association of its determination, and FDA has ptlno records.

62. The failure of FDA to issue its determination withiwenty working days of its
receipt of the Fourth FOIA Request and to promptiyduce the requested records is unlawful
under the Act and the Agency’s implementing regofet. 5 U.S.C. 88 552(a)(3)(A),
552(a)(6)(A)(i); 21 C.F.R. §8 20.41(b), 20.49(CREW 711 F.3d at 188.

63. JRC and the Parents Association have constructesdigusted their
administrative remedies with respect to the FOE@HA Request because FDA failed to comply
with the Act’s time limits for issuing its deternaition. 5 U.S.C. 8§ 552(a)(6)(C)(fRglesby 920
F.2d at 67.

64. Pursuantto 5 U.S.C. 8§ 552(a)(3)(A), JRC and ther®a Association have a
statutory right to the records sought in the FOBEHA Request, which FDA has improperly
withheld.

COMMUNICATIONS BETWEEN PLAINTIFFS AND FDA ABOUT THBHA REQUESTS

65. On April 6, 2017, Attorney Flammia, on behalf of@R&nd Dr. Peterson, spoke
by telephone with Sarah B. Kotler, J.D., DirectbFBDA’s DFI (“Director Kotler”). Attorney
Flammia informed Director Kotler that he, alongwAttorney Stern, also represented Dr.
Peterson in connection with the First FOIA Requésts Second FOIA Request, the Third FOIA

Request, and the Fourth FOIA Request (collectivibly,“FOIA Requests”). Attorney Flammia

{K0693500.1} -21-



Case 1:17-cv-02092 Document 1 Filed 10/10/17 Page 22 of 25

guestioned FDA's delay in producing the recordsiested in the FOIA Requests, stressing the
fact that the First FOIA Requests, the Second FRé&fuest, and the Third FOIA Request were
made by a JRC client’s parent — Dr. Peterson — evbbdd engages in life-threatening behavior
and requires for his continued health and safetyetbctrical stimulation device treatment that is
the subject of FDA’s Proposed Ban.

66. On April 13, 2017, Attorney Flammia sent a let@Director Kotler. This letter
is incorporated herein and attached heretxsbit P. Attorney Flammia reiterated that he
represented JRC and Dr. Peterson in connectionthetFOIA Requests. Attorney Flammia
pointed out that the First FOIA Requests, SecontARRequest, and Third FOIA Request had
been in FDA’s hands for over seven months, andRBe& should have produced the requested
records long ago. Attorney Flammia reiteratedrédasons it was necessary for JRC and Dr.
Peterson to receive the requested records as sqmsaible. Attorney Flammia requested
another telephone call with Director Kotler to diss FDA'’s unreasonable delay in processing
the FOIA Requests.

67. On April 21, 2017, Attorney Stern, on behalf of fP@ents Association and Dr.
Peterson, sent a letter to Director Kotler. Thtser is incorporated herein and attached hereto as
Exhibit Q. Attorney Stern reiterated that he and Attornkyfmia represented Dr. Peterson in
connection with the FOIA Requests. Attorney Stdso stated that he and Attorney Flammia
looked forward to a second telephone conversatidmrector Kotler about the FOIA
Requests.

68. On April 26, 2017, Attorney Flammia and AttorneeSt spoke with Director
Kotler by telephone. During the call, Director Kstadmitted that FDA’s Proposed Ban could

be implemented at any moment and without priorceotiDirector Kotler indicated that FDA's
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OCC, CDRH, and Office of Regulatory Affairs (“ORAlikely had the requested records, and
she offered to provide contact information and piain timeframes for those components.

69. On May 1, 2017, approximately 196 working daysraiie Peterson submitted
his First FOIA Requests, Director Kotler sent Attey Flammia and Attorney Stern an email.
This email is incorporated herein and attachedtbexsExhibit R.

70.  Director Kotler did not produce any records.

71. Director Kotler indicated that FDA’s DFI and OESdHalready responded” to
the FOIA Requests. Notwithstanding Director Kdfestatement, FDA’s DFI and OES had not
issued determinations with respect to the FOIA Restgl

72.  Director Kotler did not provide any contact infortioa for FDA’'s OCC, CDRH,
or ORA.

73.  Director Kotler did not provide any information alidhe status of ORA’s
processing of the FOIA Requests.

74.  Director Kotler indicated that FDA’'s OCC expecteddegin releasing records in
June 2017 and to “complete processing” the FOIAURsts “in the fall”. Notwithstanding
Director Kotler's assurances, Plaintiffs receivedracords from OCC at any time after Director
Kotler's email.

75.  Director Kotler also indicated that CDRH would “rlikiely be able to respond
until 2018”. Since FDA’s OCC has neither issuatktermination nor produced records, there is
no reason to expect that Plaintiffs will receivéedermination or records from CDRH before
20109.

76.  The number of working days that have elapsed flmardate Plaintiffs submitted

their FOIA Requests to Defendants to the dateisf@omplaint is as follows:
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FOIA Request Working Days
First FOIA Requests 308
Second FOIA Request 283
Third FOIA Request 283
Fourth FOIA Request 198

17.

Plaintiffs have received no records from Defendamise the last small

production on September 28, 2016.

78.

Pursuant to 5 U.S.C. 8§ 552(a)(3)(A), Plaintiffs @avstatutory right to the records

sought in the FOIA Requests, including, but noitkeh to, the unproduced records and the

produced records that were improperly redacted ucldeans of deliberative process privilege,

and there is no legal basis for Defendants’ refts@roduce such records in a timely manner.

PRAYER FOR RELIEF

WHEREFORE, Plaintiffs respectfully request thas tHonorable Court:

1.

{K0693500.1}

Declare that the withholding of the records exted in the FOIA Requests by
FDA and HHS is unlawful;

Order FDA and HHS to produce immediately and @etely (including, but not
limited to, unproduced records and unredacted sagli¢he produced records that
were improperly redacted under claims of delibgeagirocess privilege) the
records requested in the FOIA Requests pursudnti&.C. 8 552(a)(4)(B);
Enjoin FDA and HHS from withholding the recorégjuested in the FOIA
Requests pursuant to 5 U.S.C. § 552(a)(4)(B);

Award Plaintiffs their litigation costs and attey fees incurred in this action

pursuant to 5 U.S.C. § 552(a)(4)(E)(i); and,
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5. Grant such other and further relief as the Cdeems just and proper.
Respectfully submitted,

THE JUDGE ROTENBERG EDUCATIONAL CENTER, INC.
and PAUL E. PETERSON, PH.D.,

By their attorneys,

[s/ Edward J. Longosz, I

Edward J. Longosz, II, Esqg. (D.C. Bar No. 368932)
ECKERT SEAMANS CHERIN & MELLOTT, LLC

1717 Pennsylvania Avenue, Northwest, 12th Floor
Washington, D.C. 20006

T: 202 659 6619

F: 202 659 6699

elongosz@eckertseamans.com

[s/ Michael P. Flammia

Michael P. Flammia, Esq.

ECKERT SEAMANS CHERIN & MELLOTT, LLC
2 International Place, 16th Floor

Boston, MA 02110

T: 617 342 6854

F: 617 342 6899
mflammia@eckertseamans.com

Of Counsel — Pro Hac Vice To Be Filed

---and ---

THE J.R.C. PARENTS AND FRIENDS ASSOCIATION, INC.
and PAUL E. PETERSON, PH.D.,

By their attorney,

/s/ Max D. Stern

Max D. Stern, Esq.

Tobb & WELD LLP

1 Federal Street

Boston, MA 02110

T: 617 624 4712

F: 617 227 5777
mdstern@toddweld.com

Of Counsel — Pro Hac Vice To Be Filed

Dated: October 10, 2017
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