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INTRODUCTION 

  Nearly four months after issuing a subpoena to Children’s Hospital of Philadelphia 

(“CHOP”), and nearly two months after responding to CHOP’s Motion to Limit the 

Subpoena (“CHOP’s Motion” or “Motion”), the Government submitted evidence and 

arguments in a related case that materially alter its Opposition to CHOP’s Motion.  That 

new evidence should not be considered because it is not before the Court in this case and is 

unreliable in any event.  But notwithstanding the Government’s post-hoc effort to justify its 

subpoena, the Government (still) cannot establish that its need for extraordinarily sensitive 

and personal patient information outweighs the highest-order privacy interests on the other 

side of the ledger.  Accordingly, CHOP’s Motion to Limit the Subpoena should be granted. 

BACKGROUND 

 On June 12, 2025, the Government issued a subpoena to CHOP pursuant to 18 

U.S.C. § 3486 (“the Subpoena”).  Before the July 9, 2025, return date, CHOP moved to 

limit the Subpoena to exclude Requests 11 through 13, which demand patient names, 

diagnoses, treatment, and informed consent materials, as well as any other Requests to the 

extent that they call for patient health information.  See ECF 1.  The Government responded 

to CHOP’s Motion on August 4 (ECF 13).   

 On September 22, a group of CHOP patients and their families filed a Motion to 

Quash the Subpoena, designating it as related to CHOP’s Motion to Limit.  See ECF 1, No. 

25-mc-54 (“the Patients’ Motion”).  The Court indicated that it would resolve the Patients’ 

Motion consistent with its ongoing review of CHOP’s Motion.  See ECF 6, No. 25-mc-54.   

 In Opposing the Patients’ Motion, the Government presented new evidence in the 

form of a Declaration from Lisa Hsiao, a lawyer and Acting Director of the Consumer 

Protection Branch of the Department of Justice (“DOJ”).  See ECF 16, Ex. 1, 25-mc-54 
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(“Hsiao Declaration”).  The Hsiao Declaration describes the theories under which the 

Government claims to be pursuing potential violations of the Food Drug and Cosmetic Act 

(“FDCA”), as well as concerns the Government proffers about the safety and efficacy of 

medications used to treat gender dysphoria.1  The Declaration also includes allegations 

specific to CHOP, none of which the Government presented in its prior filings.  Id. ¶¶ 34-

36.  Moreover, in its brief, the Government included new arguments about the application 

of the balancing test articulated in United States v. Westinghouse Elec. Corp., 638 F.2d 570 

(3d. Cir. 1980).  See ECF 16 at 13-14, 25-mc-54 (“Br. in Opp.”).  In light of the 

Government’s new evidence and arguments, the Court granted CHOP leave to file this 

Supplemental Brief in Further Support of the Motion to Limit.  See ECF 32. 

ARGUMENT 

 

I. This Court Should Not Consider the Hsiao Declaration  

A. The Hsiao Declaration is not properly before the Court   

 

Nearly two months elapsed between the day the Government issued the Subpoena 

and the day it filed its Opposition to CHOP’s Motion to Limit—plenty of time to prepare a 

declaration or corral any evidence necessary to support its position.  The Government did 

not file the Hsiao Declaration until nine weeks later, after a related subpoena was quashed 

on the ground that the Government had “not offer[ed] an iota of suspicion” about the 

 
1   The views expressed in the Hsiao Declaration do not reflect the medical consensus. Almost every 

mainstream U.S. medical and mental health professional organization endorses the current standard of care 

for gender dysphoria, including the prescription and administration of puberty blockers and hormone therapy. 

See Proposed Brief of Amici Curiae American Academy of Pediatrics and Additional National & State 

Medical and Mental Health Organizations, Washington v. Trump, No. 2:25-cv-00244, No. 227-1 (D. Wa. Feb. 

2, 2025).  A systematic review of medical evidence commissioned by the Utah Legislature found that those 

treatments “are effective in terms of mental health, psychosocial outcomes, and the induction of body changes 

consistent with the affirmed gender in pediatric patients,” and are “safe in terms of changes to bone density, 

cardiovascular risk factors, metabolic changes, and cancer.” See Joanne LaFleur et al., Gender-Affirming 

Medical Treatments for Pediatric Patients with Gender Dysphoria, REPORT FOR THE UTAH LEGISLATURE 90 

(May 2025). 
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recipient hospital’s conduct.  In re Administrative Subpoena No. 25-14310019, No. 33 at 12 

(D. Mass. Sept. 9, 2025) (“BCH Decision”).  

Even today, the Government has made no effort to file the Hsiao Declaration on the 

docket in this matter, attempting instead to shoehorn its new evidence into CHOP’s case by 

virtue of its Opposition to the Patients’ Motion.  That should not be permitted.  Rather, the 

Government should be held to the burden all litigants must meet to introduce new evidence 

after briefing has closed—a burden that includes offering “a reasonable explanation for not 

introducing the evidence earlier.”  Bistrian v. Levy, 448 F. Supp. 3d 454, 485 n.145 (E.D. 

Pa. 2020).  Given the circumstances here, that is a burden the Government cannot meet.  

B. The Hsiao Declaration is unreliable 

In addition to its untimeliness, the Hsiao Declaration should be rejected because it 

is unreliable.  Apart from the size of CHOP’s Gender and Sexuality Development Program 

(the “Program”)—a fact that in no way warrants investigation—the Hsiao Declaration 

includes two CHOP-specific allegations.  Both are threadbare, of dubious origin, and so 

heavily qualified and caveated as to offer the Court no meaningful information.   

First, the Government alleges that, over seven years, almost 250 CHOP patients 

were diagnosed with precocious puberty at age ten or older.  Hsiao Dec. ¶ 35.  But the 

Government provides no support for its contention that “[t]his is well beyond the age at 

which children are typically diagnosed.”  Id.  Moreover, the Government fails to 

contextualize the findings of its rudimentary analysis, offering no comparator for the use of 

the code for precocious puberty at peer hospitals, let alone hospitals that, like CHOP, have 

providers who specialize in treating endocrine disorders.   
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Even assuming the cited figure is atypically high, the Government’s allegation is far 

too underdeveloped to offer useful information.  For one thing, the provenance of the data 

set is entirely unknown.  The Hsiao Declaration does not indicate whether it might include 

patients who were diagnosed at a younger age by another provider. See id. (describing 

minors “first diagnosed at CHOP or a CHOP affiliate . . . at age 10 or older” without saying 

whether they might have had a prior diagnosis (emphasis added)).  And critically, the 

Declaration does not specify how many patients received treatment for gender dysphoria.   

The second CHOP-specific allegation is weaker still.  As originally filed on October 

6, 2025, the Hsiao Declaration included a statement (made under penalty of perjury) that 

“the Government is also aware of a lawsuit filed just this year that details very concerning 

allegations of a minor being put on puberty blockers after his first visit and cross sex 

hormones after his second.”  See Ex. A ¶ 36.  The next morning, however, the Hsiao 

Declaration was replaced on the docket, see ECF 16, 25-mc-54, and the new version did not 

reference a lawsuit, see Hsiao Dec. ¶ 36. 

Although the Government did not explain the change to its sworn statement, a simple 

internet search reveals that in the weeks after the Subpoena was issued, a media report 

emerged describing an interview with a former CHOP patient.2  The report indicated that 

the patient was “suing the hospital,” but CHOP is unaware of any such lawsuit and has not 

been served.  The similarities between the report and the allegations in the Hsiao 

Declaration—including the reference to a lawsuit—raise suspicions that, in looking to 

justify its investigative interest in CHOP, the Government simply searched the internet for 

 
2 Chadwick Moore, Fashion Model Learning To Be a Man After Being Pushed to Transition at Age 15: ‘I Was 

Really Crazy on the Hormones,’ N.Y. POST (July 26, 2025). 
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stories fitting its narrative and presented the one it found as fact without adequately 

scrutinizing its veracity.3  

*** 

The Hsiao Declaration is nothing more than a post-hoc attempt to justify the 

Subpoena.  Before filing its Opposition to the Patients’ Motion, the Government never made 

any claims against CHOP (and it still has not done so in this case).  The Declaration’s belated 

and reverse-engineered allegations cannot provide a foundation for the Government’s 

investigation and should not be considered in adjudicating CHOP’s Motion to Limit. 

II. The Westinghouse Factors Apply in This Case and Weigh in CHOP’s Favor 

 

Although the Hsiao Declaration should be rejected, its consideration would not 

change the outcome here.  Rather, the Declaration (along with the Government’s new 

arguments) only highlights why, under the controlling Westinghouse test, the extraordinary 

privacy interests weighing against disclosure easily overcome any countervailing factors.4  

A. The Hsiao Declaration does not improve the Government’s showing on 

Factors 6 and 7 

 

Relying on the Hsiao Declaration, the Government contends that its investigation 

“involving potential violations of the FDCA relating to puberty blockers and cross-sex 

hormones” establishes its need for the information demanded by the Subpoena (Factor 6) 

 
3 Moreover, the Hsiao Declaration does not faithfully relay the contents of the report, which states that the 

patient was prescribed androgen blockers after his second appointment at CHOP (not his first) and hormone 

therapy at an unspecified “later” time.  See n.4, supra.  Of course, CHOP’s supposition about the origins of 

the allegation may be incorrect.  But the Government’s late-filed and bare-bones allegation invites such 

speculation, and it is far too late for the Government to salvage its Declaration by adding new facts.   

4 The Government argues for the first time in its Opposition to the Patients’ Motion that Westinghouse is 

binding only as to subpoenas from the Occupational Safety and Health Administration (“OSHA”) (Br. in Opp. 

at 12).  That is incorrect. Westinghouse has been cited more than 30 times by the Third Circuit, and its 

balancing test has been repeatedly applied outside the OSHA context, including with respect to administrative 

subpoenas from other entities.  See, e.g., FDIC v. Wentz, 55 F.3d 905 (3d Cir. 1995) (applying Westinghouse 

to FDIC subpoena for bank records).   
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and shows that the public interest weighs in favor of enforcement (Factor 7).  Br. in Opp. 

13-14.  In fact, the opposite is true: To the extent the investigation concerns activities with 

a nexus to patient information, the legal theories on which it is predicated are fatally flawed.5 

It is well established that, notwithstanding the FDCA’s prohibitions on misbranding 

and distribution of unapproved drugs (21 U.S.C. § 331(a),(b),(d)), physicians may prescribe 

and administer FDA-approved drugs and devices for off-label uses.  That conclusion 

follows from the fact that “Congress exempted the practice of medicine from the Act so as 

not to limit a physician’s ability to treat his patients.”   United States v. Algon Chem. Inc., 

879 F.2d 1154, 1163 (3d Cir. 1989) (quoting Chaney v. Heckler, 718 F.2d 1174, 1179 & 

n.13 (D.C. Cir. 1983), rev’d on other grounds, 470 U.S. 821 (1985)).  “‘Congress would 

have created havoc in the practice of medicine had it required physicians to follow the 

expensive and time-consuming procedure of obtaining FDA approval before putting drugs 

to new uses.’”6  Id. (quoting Chaney, 718 F.2d at 1179).  

The conclusion that the FDA does not regulate physicians’ off-label prescription and 

administration of medication has been affirmed by numerous courts.  See Wash. Legal 

Found. v. Henney, 202 F.3d 331, 333 (D.C. Cir. 2001) (“A physician may prescribe a legal 

drug to serve any purpose that he or she deems appropriate, regardless of whether the drug 

has been approved for that use by the FDA.”); United States v. Caronia, 703 F.3d 149, 153 

 
5  While CHOP records might be relevant to an investigation into potential off-label violations by 

manufacturers, patient-identifying information would be immaterial to that inquiry.  See BCH Decision at 12 

(noting “tenuous link” between patient-identifying information and off-label promotion). 

6 That is particularly true in the pediatric context where off-label usage is exceedingly common.  See, e.g., H. 

Christine Allen et al., Off-Label Medication Use in Children, More Common than We Think: A Systematic 

Review of the Literature, 111 J. OKLA. STATE MED. ASSOC. 776, 181 (2018) (“Our study and literature review 

demonstrate that off-label use of medications in pediatric patients is a common practice, with a significant 

number of children, inpatient and outpatient, receiving an off-label medication.”). 
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(2d Cir. 2012) (“[P]rescription drugs can be prescribed by doctors for both FDA-approved 

and -unapproved uses; the FDA generally does not regulate how physicians use approved 

drugs.”); United States v. Evers, 643 F.2d 1043, 1048 (5th Cir. 1981) (“FDA has at no point 

contended . . . that the misbranding provisions of the Act prohibit a doctor from prescribing 

a lawful drug for a purpose for which the drug has not been approved by the FDA”); cf. 

Buckman Co. v. Plaintiffs’ Legal Cmte., 531 U.S. 341, 350 (2001) (“‘[O]ff-label’ usage of 

medical devices . . . is an accepted and necessary corollary of the FDA’s mission to regulate 

in this area without directly interfering with the practice of medicine.”); Shuker v. Smith & 

Nephew PLC, 885 F.3d 760, 773-74 (3d. Cir. 2018) (“[T]he statutory scheme contemplates 

that physicians will prescribe or administer components outside of a system with which the 

FDA approved their use.” (citations omitted)); 21 U.S.C. § 396 (“Nothing in this chapter 

shall be construed to limit or interfere with the authority of a health care practitioner to 

prescribe or administer any legally marketed device.”). 

The FDA and DOJ’s Office of Legal Counsel (“OLC”) agree.  According to the 

FDA, once the agency “approves a drug, healthcare providers generally may prescribe the 

drug for unapproved use when they judge that it is medically appropriate for their patient.”  

Understanding Unapproved Use of Approved Drugs “Off Label,” FOOD AND DRUG ADMIN. 

(Feb. 5, 2018).  Or, as OLC put it, “[a]s a general matter, FDA does not regulate the practice 

of medicine, which includes ‘off-label’ prescribing.”  Steven A. Engel, Whether the Food 

& Drug Administration Has Jurisdiction Over Articles Intended for Use in Lawful 

Executions, 43 Op. O.L.C. 81, 85 (2019).  “While the FDCA bars a manufacturer or 

distributor from selling any drug or device for an unapproved use, physicians may, with 
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limited exceptions, prescribe and administer FDA-approved drugs and devices for 

unapproved uses.”  Id. 

The Hsiao Declaration gestures at this universally recognized limitation on the reach 

of the FDCA, conceding that “physicians are permitted to prescribe an FDA-approved drug 

for an unapproved use.”  Hsiao Dec. ¶ 12.  But in the very next sentence the Declaration 

asserts that, “depending on the circumstances, prescribing for unapproved purposes can 

itself involve FDCA violations—for example, where the physician is engaged in the 

distribution or labeling of an unapproved drug.”  Id.  From there, the Hsiao Declaration 

suggests a theory of liability that would implode the practice-of-medicine exemption and 

upend the FDCA: “[H]ealthcare providers” are “place[d] …in the chain of distribution” 

when they deliver puberty blockers and hormone therapy via implant or injection.  Id. ¶ 23.   

That theory is fundamentally unsound. “Choosing what treatments are or are not 

appropriate for a particular condition”—including gender dysphoria—“is at the heart of the 

practice of medicine.”  Judge Rotenberg Educ. Ctr., Inc. v. FDA, 3 F.4th 390, 400 (D.C. 

Cir. 2021).  In Pennsylvania, the use of puberty blockers and hormone therapy to treat that 

condition is lawful.  See United States v. Skrmetti, 145 S. Ct. 1816, 1836 (2025) (“We afford 

States ‘wide discretion to pass legislation in areas of medical and scientific uncertainty.’”). 

Accordingly, in the collective view of the courts, the FDA, and OLC, such conduct falls 

outside the scope of the FDCA and cannot form a basis for liability under its provisions.7 

 
7 Critically, the Hsiao Declaration fails to raise even a hint of suspicion that CHOP physicians are engaging 

in the kinds of activities that could trigger liability under the prevailing view of the FDCA, which limits 

enforcement to scenarios in which physicians are operating outside accepted medical practice and/or acting as 

manufacturers of unapproved products. See e.g., Press Release, DOJ, Bluefield Doctor Pleads Guilty to 

Misbranding (Aug. 2020)  (doctor dispensed drugs “outside the usual course of professional practice” to 

patients who were not examined and did not pay for visits); Press Release, DOJ, Georgia Doctor Pleads Guilty 

to Distributing Misbranded Weight Loss Drug Product (Apr. 2023) (doctor sold sublingual form of drug 

approved as injectable where drug was produced in unregistered facility and bore inaccurate label); United 
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Once the flaws in the Government’s theory are understood, its justification for 

demanding patient information falls apart.  The Government cannot ground its demand in 

the need to “establish[] . . . the scale of potential FDCA violations” (Hsiao Dec. ¶ 41) when 

the underlying conduct does not violate the statute.  Likewise, “clinical record[s]” linked to 

“billing and insurance claims,”8  “disclosure of off-label use”, and “informed consent” 

cannot show “fraudulent intent” (id.) sufficient to “transform[] a misdemeanor FDCA 

violation into a felony” where there is no potential violation to “transform” (id. ¶ 20).  And 

interrogating families about conversations with providers cannot illuminate potential FDCA 

violations when those interactions occurred outside the bounds of the statute.  See id. ¶ 41. 

B. The Government’s new argument does not improve its showing on Factor 

5  

In response to CHOP’s Motion, the Government contended that the protections 

against disclosure of information gathered pursuant to the Subpoena were adequate because 

HIPAA “broadly prohibits the government from using or disclosing ‘health information 

about an individual’ that is obtained via subpoena.”  See ECF 13 at 8-9 (quoting 18 U.S.C. 

§ 3486(e)(1)).  The Government abandons that argument in its Opposition to the Patients’ 

Motion, relying instead on the general terms of the Privacy Act, 5 U.S.C. § 552a, and the 

presumption that officials honor their obligations to maintain confidentiality over sensitive 

material.  See Br. in Opp. at 16. 

The Government’s new argument gets it no further than its old one.  As CHOP 

explained in its Motion, the Privacy Act allows disclosure to entities that are not foreclosed 

 
States v. Merlino, 627 F. Supp. 3d 450 (E.D. Pa. 2022) (retired doctor sold industrial chemical as weight loss 

drug); U.S. v. Regenerative Sciences, LLC, 741 F.3d 1314, 1319-20 (D.C. Cir. 2014) (rejecting “practice of 

medicine defense” in civil misbranding case where physicians produced a substance FDA deemed unsafe). 

8 The Hsiao Declaration does not indicate that the Government is investigating False Claims Act violations 

and cites a delegation limiting the investigation to “violations of the FDCA.”  Hsiao Declaration ¶ 5.   
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from disseminating that information to the public.  ECF 1 at 18-19 (citing 5 U.S.C. § 

552a(b)(9)).  The secrecy regimes the Government cites (Br. in Opp. 16)—applicable to 

grand-jury material, Title III intercepts, and FISA-generated information—are vastly 

different.  Unlike section 3486, each of those statutes or rules itself bars disclosure, often 

under threat of civil and criminal penalties.  See FED. R. CRIM P. 6(e)(2)(B)(vi),(7) (“Rule 

6(e)”); 18 U.S.C. § 2520(a),(f),(g); 50 U.S.C. § 1809(a)(3),(c).  And unlike the Privacy Act, 

those regimes limit the uses to which entities that receive authorized disclosures may put 

the information.  See, e.g., Rule 6(e)(3)(B), (E)(iii)-(v); 18 U.S.C. § 2517(1),(6),(7),(8); 50 

U.S.C. § 1801(h)(1)-(4).  Absent similar guardrails, the risk of disclosure is intolerably high. 

C. The privacy-focused factors far outweigh any countervailing interest 

The Government’s new evidence and arguments do nothing to undercut CHOP’s 

showing on Factors 1, 2, and 4, which weigh heavily against disclosure.  With respect to 

Factor 3—the potential harm from disclosure—the Hsiao Declaration validates CHOP’s 

concerns.  The Declaration confirms that the Government will use patient records to query 

witnesses about confidential communications with their healthcare providers in service of 

assessing whether those providers offered “false or misleading information” in connection 

with treatment.  Hsiao Dec. ¶ 41.  As CHOP explained, if patients are “questioned about 

[their] care” and “made to feel that their statements could call into question the actions of” 

their doctors, they could have “feelings of guilt and fear that would be very damaging to 

[their] mental health.”  ECF 1, Ex. B. ¶ 16.  Even absent further dissemination, then, 

disclosure of patients’ health information to the Government threatens significant harm.  

CONCLUSION 

 The Motion to Limit the Subpoena should be granted. 
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