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IN THE UNITED STATES DISTRICT COURT 
FOR THE EASTERN DISTRICT OF TENNESSEE 

KNOXVILLE DIVISION 
 

STATE OF TENNESSEE, STATE OF 
ALABAMA, STATE OF ARKANSAS, 
STATE OF GEORGIA, STATE OF IDAHO, 
STATE OF INDIANA, STATE OF IOWA, 
STATE OF LOUISIANA, STATE OF 
MONTANA, STATE OF NEBRASKA, 
STATE OF NORTH DAKOTA, STATE OF 
OHIO, STATE OF SOUTH CAROLINA, 
STATE OF SOUTH DAKOTA, STATE OF 
WEST VIRGINIA, 
 
        Plaintiffs, 

) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
)          Civil Action No. 3:25-cv-00025 
)          Judge Katherine A. Crytzer 
)          Magistrate Judge Jill E. McCook 
) 
) 
) 
) 
) 
) 
) 
) 
) 
 
 

 
v. 
 

U.S. DEPARTMENT OF HEALTH AND 
HUMAN SERVICES; DOROTHY A. 
FINK, in her official capacity as Acting 
Secretary of the U.S. Department of Health 
and Human Services; and U.S. 
DEPARTMENT OF HEALTH AND 
HUMAN SERVICES OFFICE OF CIVIL 
RIGHTS, 
 

      Defendants. 

 
PLAINTIFFS’ MOTION FOR SUMMARY JUDGMENT AND PRELIMINARY RELIEF 

 
 
 The U.S. Department of Health and Human Services (“HHS”) promulgated the HIPAA 

Privacy Rule to Support Reproductive Health Care Privacy, 89 Fed. Reg. 32,976 (Apr. 26, 2024) (the “Final 

Rule”), under the Health Insurance Portability and Accountability Act of 1996 (“HIPAA”).  The Final 

Rule became effective June 25, 2024, but parties “subject to” the Final Rule generally were not required 

to comply until December 23, 2024.  Id. at 32,976.  The Final Rule prohibits disclosures of protected 

health information related to “reproductive health care,” broadly defined, for certain purposes and 

absent certain procedural standards.  Id. at 33,062-66.  Because Congress did not authorize HHS to 
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implement such disclosure requirements and the Final Rule is neither reasonable nor reasonably 

explained, the Plaintiff States seek summary judgment and an order “set[ting] aside” the Final Rule as 

“unlawful.”  5 U.S.C. § 706(2)(A), (C).  The Plaintiff States alternatively seek preliminary relief pending 

final judgment, including a preliminary injunction, Fed. R. Civ. P. 65, and stay under 5 U.S.C. § 705, 

which empowers courts to “issue all necessary and appropriate process to postpone the effective date 

of an agency action or to preserve status or rights pending conclusion of the review proceedings.”  

SUMMARY JUDGMENT 

 Under Federal Rule of Civil Procedure 56, the Plaintiff States respectfully move this Court for 

entry of an Order granting summary judgment on their claims.  The Plaintiff States contend HHS 

exceeded its statutory authority and acted arbitrarily and capriciously in promulgating the Final Rule.  

 As discussed in the supporting Memorandum, there is no genuinely disputed issue as to any 

material fact.  The Plaintiff States are entitled to judgment as a matter of law that HHS exceeded its 

statutory authority, see 5 U.S.C. § 706(2)(C), and acted arbitrarily and capriciously, see id. § 706(2)(A), 

in promulgating the Final Rule.  Accordingly, the Plaintiff States respectfully ask this Court to grant 

summary judgment in their favor and grant the following relief: 

(A) A judgment declaring the Final Rule violates the Administrative Procedure Act (“APA”) and 

vacating the Final Rule; 

(B) Any and all other relief the Court deems just and proper. 

PRELIMINARY RELIEF 

 Alternatively, the Plaintiff States respectfully move this Court for entry of preliminary relief 

under Federal Rule of Civil Procedure 65 and 5 U.S.C. § 705, postponing the effective date of the 

Final Rule to avert irreparable sovereign and financial injury pending judicial review of the Final Rule.   

 For the reasons provided in the supporting Memorandum, the Plaintiff States meet the 

requirements for preliminary relief under Rule 65 and 5 U.S.C. § 705: 
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1. The Plaintiff States’ challenge to the Final Rule has a high probability of success on 

the merits because the Final Rule violates the APA.  HIPAA does not provide HHS authority to 

promulgate the Final Rule.  In fact, the Final Rule’s infringing of state authority is contrary to HIPAA’s 

statutory commands.  And HHS promulgated the Final Rule relying on factors Congress has not 

intended it to consider and failing to consider important aspects of the Final Rule’s problems.  

2. Without preliminary relief, the Plaintiff States will suffer immediate and irreparable 

harm.  The Final Rule is hampering important state investigations into billing fraud, unsafe medical 

facilities, and the like; injuring the public fisc; and forcing the Plaintiff States to expend resources on 

compliance costs associated with the Final Rule.  In other words, the Final Rule is infringing the 

Plaintiff States’ police powers and costing them time and money.  In the absence of an Order vacating 

the Final Rule, the Plaintiff States can be protected from those irreparable injuries only by preliminary 

relief enjoining enforcement of the Final Rule against the Plaintiff States, their HIPAA-covered 

entities, and their investigative agencies, or postponing the effective date of the Final Rule until after 

this Court renders final judgment. 

3. The equities favor granting preliminary relief.  Absent such relief, the Final Rule is 

costing the Plaintiff States resources and infringing on their traditional police powers.  By contrast, 

preliminary relief would not substantially harm Defendants.   

4. Preliminary relief is also in the public interest.  The public interest lies in a correct 

application of the law.  Besides, the Final Rule’s impeding state investigations of, for example, possibly 

dangerous medical facilities, endangers the public.   

The Plaintiff States therefore respectfully request that the Court grant this Motion and enter 

an Order under Federal Rule of Civil Procedure 65 and 5 U.S.C. § 705 containing the following relief: 
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• Preliminarily enjoin Defendants from taking, endorsing, or allowing any action against 

the Plaintiff States, their HIPAA-covered entities, or their investigative agencies 

pursuant to the Final Rule; and/or  

• Stay the Final Rule’s current effective date of June 25, 2024, and allow the Plaintiff 

States to continue operating under the pre-Final Rule status quo until this Court issues 

Final Judgment on the Plaintiff States’ claims.   

ORAL ARGUMENT REQUEST 

The Plaintiff States have provided courtesy copies of these filings to attorneys at the United 

States Department of Justice litigating similar cases.  Their position on the relief sought is unknown.  

Plaintiff States are filing a Memorandum in Support of this Motion, along with exhibits.   Plaintiff 

States respectfully request oral argument on this Motion.   

 

Date: February 7, 2025     Respectfully submitted, 
 

/s/ Harrison Gray Kilgore  
WHITNEY HERMANDORFER 
Director of Strategic Litigation 

       HARRISON GRAY KILGORE 
Strategic Litigation Counsel and 
Assistant Solicitor General 
Office of the Tennessee Attorney General  
P.O. Box 20207 
Nashville, Tennessee 37202 
(615) 741-8726 
Whitney.Hermandorfer@ag.tn.gov 
Harrison.Kilgore@ag.tn.gov 

 
Counsel for Plaintiff the State of Tennessee 
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STEVE MARSHALL 
Attorney General of Alabama   
    

/s/ Dylan Mauldin 
DYLAN MAULDIN* 
   Assistant Solicitor General 
OFFICE OF THE ALABAMA ATTORNEY 
GENERAL 

501 Washington Avenue 
Montgomery, AL 36130 
334.353.0068  
334.353.8400 (fax) 
Dylan.Mauldin@alabamaag.gov 
Counsel for Plaintiff State of Alabama 

TIM GRIFFIN 
   Arkansas Attorney General 
 
/s/ Dylan L. Jacobs 
DYLAN L. JACOBS**** 
   Interim Solicitor General 
OFFICE OF THE ARKANSAS   

ATTORNEY GENERAL   
323 Center Street, Suite 200   
Little Rock, Arkansas 72201   
(501) 682-2007 
(501) 682-2591 (fax) 
Dylan.Jacobs@arkansasag.gov 
Counsel for Plaintiff State of Arkansas 

 
CHRISTOPHER CARR 
   Attorney General of Georgia 
 
/s/ Elijah O’Kelley 
ELIJAH O’KELLEY* 
   Assistant Solicitor General 
OFFICE OF THE ATTORNEY GENERAL OF 
GEORGIA 
40 Capitol Square SW 
Atlanta, Georgia 30334 
(470) 816-1342   
Eokelley@law.ga.gov 
Counsel for Plaintiff State of Georgia 

 
RAÚL R. LABRADOR 
   Idaho Attorney General 
 
/s/ Sean M. Corkery 
SEAN M. CORKERY* 
   Assistant Solicitor General 
OFFICE OF THE IDAHO ATTORNEY GENERAL  
P.O. Box 83720 
Boise, ID 83720 
(208) 334-2400   
Jack.Corkery@ag.idaho.gov 
Counsel for Plaintiff State of Idaho 

 
THEODORE E. ROKITA 
   Attorney General of Indiana 
 
/s/ James A. Barta 
JAMES A. BARTA* 
   Solicitor General 
INDIANA ATTORNEY GENERAL’S OFFICE 
IGC South, Fifth Floor 
302 W. Washington St. 
Indianapolis, Indiana 46204 
(317) 232-0709  
James.Barta@atg.in.gov 
Counsel for Plaintiff State of Indiana 

 
BRENNA BIRD 
   Iowa Attorney General 
 
/s/ Eric H. Wessan 
ERIC H. WESSAN** 
   Solicitor General 
OFFICE OF THE IOWA ATTORNEY GENERAL 
1305 E. Walnut Street 
Des Moines, Iowa 50319 
(515) 823-9117 
(515) 281-4209 (fax) 
Eric.Wessan@ag.iowa.gov 
Counsel for Plaintiff State of Iowa 
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LIZ MURRILL 
   Louisiana Attorney General  
  
/s/ J. Benjamin Aguiñaga     
J. BENJAMIN AGUIÑAGA** 
   Solicitor General 
LOUISIANA DEPARTMENT OF JUSTICE 
1885 N. Third Street 
Baton Rouge, LA 70804  
(225) 326-6766 
AguinagaB@ag.louisiana.gov 
Counsel for Plaintiff State of Louisiana 

AUSTIN KNUDSEN 
   Attorney General of Montana 
 
/s/ Peter M. Torstensen, Jr.     
PETER M. TORSTENSEN, JR.** 
   Deputy Solicitor General 
MONTANA DEPARTMENT OF JUSTICE 
215 N. Sanders Street 
Helena, Montana 59601 
(406) 444-2026 
Peter.Torstensen@mt.gov 
Counsel for Plaintiff State of Montana 

 
MICHEAL T. HILGERS 
   Nebraska Attorney General 
 
/s/ Lincoln J. Korell 
LINCOLN J. KORELL** 
   Assistant Solicitor General 
OFFICE OF THE NEBRASKA ATTORNEY 
  GENERAL 
2115 State Capitol 
Lincoln, NE 68509 
(402) 471-2682 
Lincoln.Korell@nebraska.gov 
Counsel for Plaintiff State of Nebraska 

 
DREW H. WRIGLEY 
Attorney General of North Dakota 

 
/s/ Philip Axt 
PHILIP AXT** 
   Solicitor General 
OFFICE OF THE ATTORNEY GENERAL 
600 E. Boulevard Ave., Dept. 125 
Bismarck, ND 58505 
(701) 328-2210 
Pjaxt@nd.gov 
Counsel for Plaintiff State of North Dakota 
 

 
DAVE YOST 
   Ohio Attorney General 
 
/s/ T. Elliot Gaiser 
T. ELLIOT GAISER*** 
   Solicitor General 
OFFICE OF THE OHIO ATTORNEY GENERAL 
30 East Broad Street, 17th Floor 
Columbus, Ohio 43215 
(614) 466-8980 
Thomas.Gaiser@ohioago.gov 
Counsel for Plaintiff State of Ohio 

 
ALAN WILSON   
   South Carolina Attorney General   
 
/s/ Benjamin M. McGrey 
BENJAMIN M. MCGREY* 
   Assistant Deputy Solicitor General   
OFFICE OF THE ATTORNEY GENERAL 
OF SOUTH CAROLINA  
1000 Assembly Street 
Columbia, SC 29201 
(803) 734-4127 
Benmcgrey@scag.gov 
Counsel for Plaintiff State of South Carolina 
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MARTY J. JACKLEY   
   Attorney General of South Dakota 
 
/s/ Jonathan Van Patten 
JONATHAN VAN PATTEN*** 
   Assistant Attorney General   
OFFICE OF THE ATTORNEY GENERAL 
STATE OF SOUTH DAKOTA  
1302 E. Hwy. 14, Suite #1 
Pierre, SD  57501 
(605) 773-3215 
Jonathan.VanPatten@state.sd.us  
Counsel for Plaintiff State of South Dakota 

JOHN B. MCCUSKEY 
   West Virginia Attorney General 
 
/s/ Michael R. Williams 
MICHAEL R. WILLIAMS* 
   Solicitor General 
OFFICE OF THE WEST VIRGINIA ATTORNEY 
GENERAL  
State Capitol Complex 
Building 1, Room E-26  
Charleston, WV 25305  
(304) 558-2021  
Michael.R.Williams@wvago.gov 
Counsel for Plaintiff State of West Virginia 

  

 
*Admitted Pro Hac Vice 
** Application for Pro Have Vice pending 
*** Application for Pro Hac Vice forthcoming 
**** Application for full admission pending 
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CERTIFICATE OF SERVICE 
 

I hereby certify that a true and correct copy of the foregoing document was served via the 
Court’s electronic filing system on this 7th day of February, 2025 to all counsel of record.  The 
document was further served via email on the following, who is representing the Defendants in two 
parallel challenges to the Final Rule in the United States District Court for the Northern District of 
Texas: 

 
Jody Dale Lowenstein 
US Department of Justice 
Civil Division, Federal Programs Branch 
1100 L Street NW 
Washington, DC 20005 
202-598-9280 
jody.d.lowenstein@usdoj.gov 
 
 
Counsel for Defendants in Texas v. HHS, No. 5:24-cv-204 
(N.D. Tex.) & Purl v. HHS, No. 2:24-CV-228 (N.D. Tex) 

 
 
 

/s/ Harrison Gray Kilgore  
HARRISON GRAY KILGORE  
Office of the Tennessee Attorney General  
P.O. Box 20207 
Nashville, Tennessee 37202 
Harrison.Kilgore@ag.tn.gov 
 
Counsel for Plaintiff the State of Tennessee 
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IN THE UNITED STATES DISTRICT COURT 
FOR THE EASTERN DISTRICT OF TENNESSEE 

KNOXVILLE DIVISION 
 

STATE OF TENNESSEE, STATE OF ALA-
BAMA, STATE OF ARKANSAS, STATE OF 
GEORGIA, STATE OF IDAHO, STATE OF 
INDIANA, STATE OF IOWA, STATE OF 
LOUISIANA, STATE OF MONTANA, 
STATE OF NEBRASKA, STATE OF 
NORTH DAKOTA, STATE OF OHIO, 
STATE OF SOUTH CAROLINA, STATE OF 
SOUTH DAKOTA, STATE OF WEST VIR-
GINIA, 
 
        Plaintiffs, 

) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
)          Civil Action No. 3:25-cv-00025 
)          Judge Katherine A. Crytzer 
)          Magistrate Judge Jill E. McCook 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 
) 

 
v. 
 

U.S. DEPARTMENT OF HEALTH AND 
HUMAN SERVICES; DOROTHY A. 
FINK, in her official capacity as Acting Secre-
tary of the U.S. Department of Health and 
Human Services; and U.S. DEPARTMENT 
OF HEALTH AND HUMAN SERVICES 
OFFICE OF CIVIL RIGHTS, 
 

      Defendants. 

 
MEMORANDUM IN SUPPORT OF PLAINTIFFS’  

MOTION FOR SUMMARY JUDGMENT AND PRELIMINARY RELIEF 
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1  

INTRODUCTION 

The “Law of Unintended Consequences” holds that “[w]hether or not what you do has the 

effect you want, it will have three at least you never expected, and one of those usually unpleasant.”  

Robert Jordan, The Path of Daggers 313 (1st ed. 1998).  Case in point: the U.S. Department of Health 

and Human Services’ (“HHS”) HIPAA Privacy Rule to Support Reproductive Health Care Privacy, 89 Fed. 

Reg. 32,976 (April 26, 2024) (the “Final Rule”).  Promulgated explicitly in reaction to the Supreme 

Court’s decision returning abortion regulation to the States in Dobbs v. Jackson Women’s Health Org., 597 

U.S. 215 (2022), the Final Rule is meant to pump the brakes on States’ investigating and prosecuting 

violations of state laws protecting fetal life.  That disruption to the post-Dobbs federal-state balance is 

unlawful alone, but the Final Rule does much more.  Most relevant:  It halts state investigations into 

fraud, abuse, and adverse patient outcomes unrelated to a State’s limits on abortion. 

The Final Rule warps the Health Insurance Portability and Accountability Act (“HIPAA”) to 

impose barriers on the use and disclosure of protected health information (“PHI”) about “reproduc-

tive health care,” which it defines broadly enough to encompass almost any care conceivable.  89 Fed. 

Reg. at 32,978.  Before using or disclosing basic, vital information for public-health and fraud investi-

gations, HIPAA-covered entities and state investigators each must navigate a complex morass of legal 

judgments to ensure that the information is not sought for a prohibited purpose, including to “inves-

tigat[e]” lawfully obtained “reproductive health care.”  Id. at 33,063.  This places health professionals 

in the position of making legal determinations that have confounded even Article III courts and re-

quires investigators to make blind predictions under threat of criminal liability about where an inves-

tigation will lead before it has begun.  Even if information is ultimately disclosed, that is only after 

significant delay and disruption to the investigative process. 

As a district court in Texas has already suggested, Congress did not authorize HHS to use 

HIPAA as a roadblock to “limit” or “slow[] down” state investigations.  Purl v. HHS, No. 2:24-CV-
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228-Z, 2024 WL 5202497, at *6-10 (N.D. Tex. Dec. 22, 2024).  Congress mandated the opposite: 

“Nothing in [HIPAA] shall be construed to invalidate or limit the authority, power, or procedures 

established under any law providing for the reporting of disease or injury, child abuse, birth, or death, 

public health surveillance, or public health investigation or intervention.”  42 U.S.C. § 1320d-7(b).  In 

addition to exceeding HHS’s authority under HIPAA, the Final Rule is arbitrary and capricious on 

several fronts, including employing a new presumption of lawful care that places a thumb on the scale 

against complying with state records requests.   

Plaintiffs—the States of Tennessee, Alabama, Arkansas, Georgia, Idaho, Indiana, Iowa, Lou-

isiana, Montana, Nebraska, North Dakota, Ohio, South Carolina, South Dakota, and West Virginia—

now seek preliminary relief prohibiting application of the Final Rule against their HIPAA-covered 

entities and state investigators.  Preliminary relief is necessary to prevent the Plaintiff States from 

continuing to suffer the substantial and irreparable sovereignty and compliance harms their declara-

tions detail.  The public interest also favors the Plaintiff States’ conducting effective public-health 

investigations and enforcing duly enacted laws and regulations prohibiting waste, fraud, and abuse.  

HHS, on the other hand, would suffer no harm from an order enforcing HIPAA’s proper scope.  In 

the interest of judicial economy, and because this Administrative Procedure Act (“APA”) case involves 

pure questions of law requiring no further factual development, the Plaintiff States also seek summary 

judgment and request that the Court “set aside” the Final Rule as unlawful.  5 U.S.C. § 706(2).1 

BACKGROUND 

I. HIPAA and the Privacy Rule. 

Congress enacted HIPAA to “improve portability and continuity” and “simplify the admin-

istration of health insurance.”  Pub. L. No. 104-191, 110 Stat. 1936, 1936 (1996).  To that end, 

 
1 Because counsel for Defendants has not yet appeared, the Plaintiff States have provided copies of 
their motion, this accompanying memorandum, and their supporting exhibits to counsel representing 
Defendants in related cases pending in the U.S. District Court for the Northern District of Texas. 
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Congress “encourag[ed] the development of a health information system through the establishment 

of standards and requirements for the electronic transmission of certain [patient] health infor-

mation.”  Pub. L. No. 104-191 § 261.  Given the sensitivity of patients’ health information, Congress 

made it unlawful for anyone “knowingly” to “use[],” “obtain[],” or “disclose[] individually identifiable 

health information” without authorization.  42 U.S.C. § 1320d-6(a).  Violating HIPAA carries serious 

criminal consequences, including fines and jail time.  Id. § 1320d-6(b). 

Congress instructed HHS upon HIPAA’s enactment to promulgate initial enforcing regula-

tions to cover the “rights that an individual who is a subject of individually identifiable health infor-

mation should have,” “procedures that should be established for the exercise of such rights,” and 

“uses and disclosures of such information that should be authorized or required.”  Pub. L. No. 104-

191 § 264(b)(1)-(3).  But HHS did not have carte blanche, and Congress was particularly concerned 

with the relationship between HIPAA and state laws.  Thus, any regulation HHS promulgated could 

not preempt a contrary state law with “more stringent” requirements for protecting health infor-

mation.  Id. § 264(c)(2).  Nor could HHS construe HIPAA “to invalidate or limit” States’ authorities 

to police public-health matters.  42 U.S.C. § 1320d-7(b). 

HHS thus promulgated Standards for Privacy of Individually Identifiable Health Information, 65 Fed. 

Reg. 82,462 (Dec. 28, 2000) (the “Privacy Rule”).  The Privacy Rule’s “major goal” “is to assure that 

individuals’ health information is properly protected while allowing the flow of health information 

needed to provide and promote high quality health care and to protect the public’s health and well 

being.”2  The Privacy Rule bars the use or disclosure of PHI without the patient’s approval except for 

specified purposes, including: for law enforcement; in response to lawful process; and for conducting 

public health oversight, surveillance, or investigation.  See 45 C.F.R. § 164.512 (2023).   

 
2 See HHS Office for Civil Rights, Summary of the HIPAA Privacy Rule 1 (May 13, 2003), 
https://www.hhs.gov/sites/default/files/privacysummary.pdf.   
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The “law enforcement purpose[s]” encompassed by the Privacy Rule include disclosing as the 

law otherwise requires, identifying or locating an individual, protecting victims, investigating deaths, 

and reporting crime in emergencies.  Id. § 164.512(f)(1)-(4), (6).  The Privacy Rule requires that law 

enforcement requests for PHI pursuant to a court order, subpoena, or administrative process be for 

“information [that] is relevant and material to a legitimate law enforcement inquiry,” “specific and 

limited in scope to the extent reasonably practicable,” and not “reasonably” satisfied with “[d]e-iden-

tified information.”  Id. § 164.512(f)(1)(ii)(C).  HHS “designed” this three-part test to preserve patient 

privacy without “unduly compromis[ing]” States’ authorities.  65 Fed. Reg. at 82,683. 

II. States Investigate Fraud, Abuse, and Adverse Patient Outcomes to Protect Public 
Health and Guard the Public Fisc. 

The U.S. Constitution’s “federal system” provides the “National Government” only limited 

powers; the remainder, the “States and the people retain.”  Bond v. United States, 572 U.S. 844, 854 

(2014).  Chief among the States’ reserved powers is the traditional power “to enact legislation for the 

public good”—i.e., the “police power.” Id. (citation omitted).  States have “great latitude under their 

police powers to legislate as to the protection of lives, limbs, health, comfort, and quiet of all persons.”  

Gonzalez v. Oregon, 546 U.S. 243, 270 (2006) (citation omitted).  

For example, States directly “regulate the practice of medicine.”  McNaughton v. Johnson, 242 

U.S. 344, 348-49 (1917).  Indeed, “[t]here is perhaps no profession more properly open to … regula-

tion” by States.  Watson v. Maryland, 218 U.S. 173, 176 (1910).  States limit who may deliver health 

services within their borders.  See, e.g., Tenn. Code Ann. §§ 63-6-201, -203, -213, -214.  They prescribe 

how those health professionals may practice.  See, e.g., id. § 63-1-155 (authorizing telehealth); id. § 63-6-

218 (granting good-Samaritan immunity).  States also regulate what types of treatments or care plans 

health professionals may pursue.  See, e.g., id. § 33-8-315 (outlawing lobotomy); id. § 53-11-308(e), (f) 

(regulating opioid dispensing).  And, more generally, States over the years have developed public-

health laws and sophisticated infrastructures to protect the public from tuberculosis, id. §§ 68-9-101 
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to -116, sexually transmitted diseases, id. §§ 68-10-101 to -118, and all manner of public health con-

cerns, see generally id., Title 68.  

States also “regulate consumer products … to promote public health and safety,” which “falls 

neatly within [their] traditional police powers.”  HW Premium CBD, LLC v. Reynolds, No. 4:24-CV-

00210-SMR-SBJ, 2024 WL 3548320, at *6 (S.D. Iowa July 25, 2024).  The Consumer Protection Di-

vision of the Tennessee Attorney General’s office, for its part, has pursued investigations and enforce-

ment against health professionals who are suspected of harming patients with unfair or deceptive 

business practices.  See Decl. of Kelley Groover ¶¶ 5, 12 (Exhibit A).  Currently, the office is pursuing 

a case in which a fertility clinic shuttered overnight, and the owner is suspected of failing to properly 

secure or maintain cryogenic tanks that held hundreds of irreplaceable genetic specimens.  Id. ¶ 6. 

States also maintain responsibility for funding, implementing, and monitoring compliance with 

important federally funded programs, including Medicaid and Medicare.  In that role, States often 

coordinate with federal partners to maintain standards of care, protect vulnerable populations, and 

ensure proper use of federal-program funding.  For example, Tennessee’s Health Facilities Commis-

sion (“Health Facilities”) “conducts certification and compliance surveys of health facilities that par-

ticipate in Medicare to ensure the facility maintains compliance with conditions of program participa-

tion.”  Decl. of Katherine Zeigler ¶ 3 (Exhibit B); see also 42 C.F.R., Part 482.  Surveys are often 

conducted pursuant to a patient complaint about care or conditions at a facility.  Zeigler Decl. ¶ 3.  

States also pursue civil and criminal investigations of Medicaid fraud.  See Tenn. Code Ann. § 71-5-

183(a); id. § 71-5-2508.  This includes “investigat[ing] and refer[ing] for prosecution … complaints of 

abuse, neglect, and financial exploitation of medicaid recipients in any setting.”  Id. § 71-5-2508. 

States’ ability to effectively enforce these state and federal laws depends on their timely access 

to certain patient records.  See Decl. of Kevin Kreutz ¶¶ 4-6 (Exhibit C); Zeigler Decl. ¶¶ 9, 15; 

Groover Decl. ¶¶ 9-11.  For decades, States have obtained this information under the Privacy Rule 

Case 3:25-cv-00025-KAC-JEM     Document 26     Filed 02/07/25     Page 12 of 36 
PageID #: 292



6  

without significant hinderance.  See, e.g., Zeigler Decl. ¶ 5.  But when targets have denied information 

requests, investigators have had to seek relief through “resource intensive and time consuming” court 

proceedings that “can delay an investigation by months or even years.”  Groover Decl. ¶ 13. 

III. HHS Proposes New HIPAA Regulations After Dobbs. 

In June 2022, the U.S. Supreme Court “return[ed]” abortion regulation “to the people and 

their elected representatives” by holding that the federal constitution does not require States to permit 

abortions.  Dobbs, 597 U.S. at 259.  Dobbs triggered state laws across the country set to take effect if 

Roe v. Wade, 410 U.S. 113 (1973), and Planned Parenthood of Se. Pennsylvania v. Casey, 505 U.S. 833 (1992) 

were overruled.  Under those laws, and other state laws enacted after the Dobbs decision, many States 

now generally prohibit abortions unless performed to address a serious health risk to the mother. See, 

e.g., Tenn. Code Ann. § 39-15-213; N.D. Cent. Code Ann. § 12.1-19.1-02.   

According to HHS, these developments “created new concerns about the privacy of PHI re-

lated to reproductive health care.”  HIPAA Privacy Rule to Support Reproductive Health Care Privacy, 88 

Fed. Reg. 23,506, 23,519 (Apr. 17, 2023) (the “Proposed Rule”).  Thus, HHS proposed placing novel 

conditions on the use and disclosure of “reproductive health care” information, which HHS broadly 

defined as information on “all types of health care related to an individual’s reproductive system.”  See 

id. at 23,521-27.  Among other examples, HHS proposed that investigators requesting PHI from a 

covered entity “that is potentially related to reproductive health care” must sign an attestation under 

threat of criminal penalty that the “use or disclosure would not be for a purpose prohibited” by the 

rule.  Id. at 23,535.  HHS further proposed to require that the request recipient evaluate those attesta-

tions and determine whether the information is sought to investigate conduct that, in the recipient’s 

judgment, was legal when rendered.  Id. at 23,535-36.   

HHS’s unprecedented proposal garnered more than 25,000 comments.  A coalition of nine-

teen States—many plaintiffs here—filed a comment letter opposing the Proposed Rule.  Dkt. #1-2.  
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The States explained that the Proposed Rule “trespasses on and interferes” with “core state authority” 

by precluding “States’ ability to obtain evidence that could reveal violations of their laws.”  Id. at 8.  

Such interference with States’ traditional powers to investigate violations of their laws, the States ex-

plained, meant that the rule “cannot be reconciled with our constitutional design.”  See id. at 8-10.  

IV. HHS Promulgates the Final Rule and State Investigations Grind to a Halt. 

Undeterred, HHS promulgated the Final Rule in April 2024.3  89 Fed. Reg. at 32,976.  The 

Final Rule built on the Proposed Rule’s broad definition of “reproductive health care,” “clarif[ying]” 

that the term encompasses the “full range of health care related to an individual’s reproductive health,” 

id. at 33,005, including “all matters relating to the reproductive system and to its functions and pro-

cesses,” id. at 33,063.  The Final Rule also carried forward the proposed barriers to using and disclosing 

“reproductive health care” information even though those barriers “may affect certain state interests 

in obtaining PHI to investigate potentially unlawful” conduct.  Id. at 32,995. 

The Final Rule prohibits the disclosure of information about “reproductive health care” for at 

least three specific purposes: 

(1) [t]o conduct a criminal, civil, or administrative investigation into 
any person for the mere act of seeking, obtaining, providing, or facili-
tating reproductive health care[;]  
 
(2) [t]o impose criminal, civil, or administrative liability on any person 
for the mere act of seeking, obtaining, providing, or facilitating repro-
ductive health care[; or]  
 
(3) [t]o identify any person [for these purposes].  
 

45 C.F.R. § 164.502(a)(5)(iii)(A).  Thus, the Final Rule restricts disclosure of “reproductive health care” 

information if “investigation” or “liability” attaches for the “mere act” of seeking, procuring, or facil-

itating certain medical services. 

 
3 Although the Final Rule became effective in June 2024, compliance generally was not required until 
late December 2024.  89 Fed. Reg. at 32,976. 
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The Final Rule’s disclosure bar applies only if state or federal law deems the medical service 

“lawful” under the circumstances it was provided.  The Final Rule states that the bar applies only if 

the covered entity “reasonably determine[s] that one or more of the following conditions exists”: 

(1) [t]he reproductive health care is lawful under the law of the state in 
which such health care is provided under the circumstances in which 
it is provided[;]  
 
(2) [t]he reproductive health care is protected, required, or authorized 
by Federal law, including the United States Constitution, under the cir-
cumstances in which such health care is provided, regardless of the 
state in which it is provided[; or]  
 
(3) [t]he presumption [that the “reproductive health care” at issue was 
lawful] applies.  
 

Id. § 164.502(a)(5)(iii)(B).  The Final Rule creates a presumption that “reproductive health care” pro-

vided by another person was lawful.  See id. § 164.502(a)(5)(iii)(B)(3) & (C).  The presumption is over-

come only if (1) the covered entity has actual knowledge that the reproductive health care was not 

lawful or (2) the person requesting disclosure of PHI supplies “[f]actual information … that demon-

strates a substantial factual basis that the reproductive health care was not lawful.”  Id. 

§ 164.502(a)(5)(iii)(C).  The Final Rule leaves the complex determination whether the information is 

sought for a prohibited purpose up to the covered entity—which is often the one under investigation. 

Under the Final Rule, many requests for information must include an “attestation” meeting 

strict requirements set by HHS.  45 C.F.R. § 164.509(a)(1); see id. § 164.512.  “The requesting agency 

must say the information will not be used for a prohibited purpose; must not contain any extra, non-

required statements; must be believable to a reasonable covered entity; must contain a specific de-

scription of the sought information; must contain a statement that a covered entity could be subject 

to penalties for a HIPAA violation; must be in plain language; and must be signed.”  Purl, 2024 WL 

5202497, at *9; Compl. ¶ 86 (example attestation).  If the attestation is deficient, disclosure is prohib-

ited by the Final Rule—and the HIPAA-covered entity bears the risk HHS will later determine the 
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attestation was deficient. See 45 C.F.R. § 164.509(a)(2).   

At the same time, though, the Final Rule does not provide investigators with effective recourse 

if a covered entity deems an attestation invalid for whatever reason.  Instead, the Final Rule’s disclo-

sure limits on “reproductive health care” information travel in only one direction.  The Final Rule 

does not “prevent regulated entities from using or disclosing PHI for the purpose of defending them-

selves or others against allegations that they sought, obtained, provided, or facilitated reproductive 

health care.”  89 Fed. Reg. at 33,011.  So the Final Rule allows disclosure to defend against a claim or 

prosecution involving “reproductive health care,” but inhibits investigators from obtaining similar 

information to enforce violations of state laws or protect public health. 

Though commenters warned HHS about the Final Rule’s potential impact on state enforce-

ment authorities, see Dkt. #1-2 at 8-11, 14; Comment of Ethics & Pub. Pol’y Ctr. 10-18 (Exhibit D), 

the agency brushed off such concerns, see, e.g., 89 Fed. Reg. at 33,012.  And once the Final Rule’s 

mandates took hold, the impact on state investigations became clear and immediate.  To name just 

one, Health Facilities received complaints that substandard care at a psychiatric facility resulted in a 

patient’s death.  See Zeigler Decl. ¶ 8.  Although the alleged misconduct had no obvious connection 

to reproductive health care, investigators were denied access to vital patient records without an attes-

tation.  Id. ¶¶ 8-11.  Investigators have reasonably declined to provide that attestation given the Final 

Rule’s vague scope and uncertain interactions with other authorities, id. ¶ 12, halting the investigation.  

Other investigations have similarly faced hurdles or outright stoppage because of the Final Rule’s 

disclosure requirements.  See Kreutz Decl. ¶¶ 18-21; Groover Decl. ¶¶ 7-8; Decl. of Larry Johnson, Jr. 

¶¶ 9-15 (Exhibit E); Decl. of Marina Spahr ¶¶ 16-20 (Exhibit F); Decl. of Brannon Traxler ¶¶ 19-21 

(Exhibit G); Decl. of Michael Targia ¶¶ 18-20 (Exhibit H); Decl. of Ashley Klenski ¶¶ 16-20 (Exhibit 

I); Decl. of Tonya Joiner ¶¶ 7-11 (Exhibit J); Decl. of Nicholas Dietz ¶¶ 17-22 (Exhibit K); Decl. of 

Charity Menefee ¶¶ 18-22 (Exhibit L); Decl. of Stephanie Azar ¶¶ 12-16 (Exhibit M); Decl. of Jordan 
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Stover ¶¶ 7-11, 15-18 (Exhibit N); Decl. of Amy Osborne ¶¶ 9-11 (Exhibit O). 

LEGAL STANDARDS 

 The Plaintiff States seek both preliminary relief under Federal Rule of Civil Procedure 65 and 

5 U.S.C. § 705, and, as permitted by Rule 65(a)(2), summary judgment under Rule 56.  Whether to 

grant preliminary relief turns on four factors: “(1) whether the moving party has shown a likelihood 

of success on the merits; (2) whether the moving party will be irreparably injured absent an injunction; 

(3) whether issuing an injunction will harm other parties to the litigation; and (4) whether an injunction 

is in the public interest.” Vitolo v. Guzman, 999 F.3d 353, 360 (6th Cir. 2021); see Ohio ex rel. Celebrezze 

v. Nuclear Regul. Comm’n, 812 F.2d 288, 290 (6th Cir. 1987) (same under 5 U.S.C. § 705).4  Likelihood 

of success is generally “the most important factor of a preliminary injunction analysis.”  Higuchi Int’l 

Corp. v. Autoliv ASP, Inc., 103 F.4th 400, 409 (6th Cir. 2024). 

Typically, the lawfulness of an agency action is resolved at summary judgment because “reso-

lution of the matter does not require fact finding.”  Harkness v. Sec’y of the Navy, 174 F. Supp. 3d 990, 

1004 (W.D. Tenn. 2016) (cleaned up) (citation omitted).  The APA’s standard of review governs mo-

tions for summary judgment in APA cases.  See Sierra Club v. Slater, 120 F.3d 623, 632 (6th Cir. 1997).  

Rather than “reviewing the record for disputed facts that would preclude summary judgment,” the 

court is to assess the lawfulness of the agency’s action based on the “evidence in the administrative 

record.”  Ardmore Consulting Grp., Inc. v. Contreras-Sweet, 118 F. Supp. 3d 388, 393 (D.D.C. 2015) (citation 

omitted).  If the agency exceeded its statutory authority or acted in an arbitrary and capricious manner, 

the court must “hold unlawful and set aside” the challenged action.  5 U.S.C. § 706(2)(A), (C).  

ARGUMENT 

The issues here—HHS’s statutory authority to promulgate the Final Rule and whether HHS 

 
4 “Courts—including the Supreme Court—routinely stay already-effective agency action under Sec-
tion 705.”  Texas v. Biden, 646 F. Supp. 3d 753, 770 (N.D. Tex. 2022) (collecting cases). 
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acted arbitrarily and capriciously in doing so—can be resolved on the administrative record without 

further factual development.  See, e.g., PayPal, Inc. v. CFPB, 728 F. Supp. 3d 31, 38 (D.D.C. 2024).  

Rather than expend judicial resources on two rounds of near-identical briefing at the preliminary-

relief and summary-judgment stages, the Plaintiff States respectfully now seek a judgment finally 

“set[ting] aside” the Final Rule as unlawful.  Such combined motions practice is common in APA 

cases.5  At a minimum, given the Plaintiff States’ ongoing harm, the Court should preliminarily enjoin 

application of the Final Rule’s disclosure requirements against the Plaintiff States, their HIPAA-cov-

ered entities and state investigators, or stay the Final Rule under § 705, pending final judgment. 

I. HHS’s Final Rule Is Unlawful. 

A. The Plaintiff States have standing to sue. 

There is “little question” that the Plaintiff States—whose health agencies and state-run health 

facilities are HIPAA-covered entities, and whose investigative agencies regularly request HIPAA-pro-

tected PHI—have standing to challenge the Final Rule, as they are the “object of the action … at 

issue.”  Lujan v. Defs. of Wildlife, 504 U.S. 555, 561-62 (1992).  Indeed, the Plaintiff States easily satisfy 

all three elements for Article III standing—injury, traceability, and redressability.  See id. at 560-61. 

The Plaintiff States’ injuries are two-fold.  First, States have “a recognized quasi-sovereign 

interest in the health … of their populaces,” Kentucky v. Biden, 23 F.4th 585, 599 (6th Cir. 2022), and 

“[p]erhaps the clearest example of traditional state authority is the punishment of local criminal activ-

ity.”  Bond, 572 U.S. at 858.  But the Final Rule impedes state investigations meant to enforce civil and 

criminal laws that protect public health and the public fisc.  Such “interference with a state’s sovereign 

‘power to create and enforce a legal code’ is sufficient to establish Article III standing.”  Tennessee v. 

U.S. Dep’t of Educ., 104 F.4th 577, 591 n.11 (6th Cir. 2024) (citation omitted).  Indeed, the Final Rule’s 

 
5 See, e.g., 1306 Lounge, LLC v. SBA, No. 22-cv-3320-RBW, 2024 WL 4987025, *3-5 (D.D.C. Dec. 5, 
2024); Chamber of Com. of the United States v. DHS, 504 F. Supp. 3d 1077, 1081 (N.D. Cal. 2020); Pol’y 
& Rsch., LLC v. HHS, 313 F. Supp. 3d 62, 71 (D.D.C. 2018). 

Case 3:25-cv-00025-KAC-JEM     Document 26     Filed 02/07/25     Page 18 of 36 
PageID #: 298



12  

explicit concern is regulating States’ enforcement of laws protecting fetal life, and “when a federal 

regulation purports to preempt state law,” States have “a sovereign interest to sue the United States.”  

Kentucky, 23 F.4th at 598 (collecting cases).  Second, the Final Rule’s vague and overbroad disclosure 

conditions have required States to expend significant time and resources assessing their systems for 

disclosing and requesting HIPAA-protected information—particularly because improperly using or 

disclosing PHI carries significant criminal liability.  See, e.g., Traxler Decl. ¶¶ 17-18; Spahr Decl. ¶ 15-

18.  That’s the result the Final Rule itself predicted:  HHS “anticipate[d] that covered entities will need 

to develop new or modified policies and procedures for the new requirements.”  89 Fed. Reg. 33,056.  

Because HHS is protected by sovereign immunity, these compliance costs are unrecoverable and con-

stitute injury “for purposes of Article III” standing.  Kentucky v. Yellen, 54 F.4th 325, 342-43 (6th Cir. 

2022); see Purl, 2024 WL 5202497, at *5-6. 

The Plaintiff States’ sovereignty and fiscal injuries are traceable to the Final Rule.  Investigators 

successfully obtained necessary records through requests under the Privacy Rule because it was “de-

signed” to balance patient privacy interests against States’ sovereign interests in “law enforcement.”  

65 Fed. Reg. at 82,683.  That investigators now cannot obtain similar information without significant 

delay or resistance is directly attributable to the Final Rule.  See Zeigler Decl. ¶ 11.  As HHS predicted, 

the Final Rule’s “significantly more difficult” standards “unduly compromise[]” “law enforcement’s 

ability to protect the public interest.”  65 Fed. Reg. at 82,683.  And without the sea change brought by 

the Final Rule, States could continue to operate under their long-standing HIPAA protocols rather 

than update systems and trainings to account for the Final Rule’s mandates.  See Tennessee, 104 F.4th 

at 590; see also Purl, 2024 WL 5202497, at *5-6.  Thus, Plaintiff States’ injuries are traceable to the Final 

Rule and would be redressed by an order setting it aside.  See Tennessee, 104 F.4th 590-91, 595. 

B. The Final Rule exceeds HHS’s statutory authority.   

HHS’s “power to act and how they are to act is authoritatively prescribed by Congress.”  City 

Case 3:25-cv-00025-KAC-JEM     Document 26     Filed 02/07/25     Page 19 of 36 
PageID #: 299



13  

of Arlington v. FCC, 569 U.S. 290, 297 (2013).  So the question here is whether HHS “has stayed within 

the bounds of its statutory authority.” Id.  To answer that question, courts must begin with the statute’s 

text to “determin[e] the meaning of statutory provisions.”  Loper Bright Enters. v. Raimondo, 603 U.S. 

369, 394 (2024).  Because nothing in HIPAA permits HHS to craft special disclosure requirements 

for “reproductive health care” information, the Final Rule unlawfully exceeds the agency’s authority.  

1.  Recognizing States’ traditional police powers over public health and welfare, Congress ex-

plicitly mandated that “[n]othing in [HIPAA] shall be construed to invalidate or limit the authority, 

power, or procedures established under any law providing for the reporting of disease or injury, child 

abuse, birth, or death, public health surveillance, or public health investigation or intervention.” 42 

U.S.C. § 1320d–7(b) (emphasis added).  Thus, whether the Final Rule “exceeds statutory authority 

turns on the meaning of ‘limit’ in HIPAA.”  Purl, 2024 WL 5202497, at *7.  HHS is not entitled to 

deference on what “limit[s]” are allowed by the rule of construction.  Instead, this Court’s interpreta-

tion of the statute’s “single, best meaning” must control.  Loper Bright, 603 U.S. at 400. 

HIPAA does not define “limit,” so it must be given its “ordinary, common meaning as under-

stood by the people it governs.”  Purl, 2024 WL 5202497, at *8 (collecting cases).  A “limit” is “some-

thing that bounds, restrains, or confines.”  Limit, Merriam-Webster’s Collegiate Dictionary 674 (10th 

ed. 2001).  It is a “confining or restricting agent, or influence.”  Limit, American Heritage Dictionary 

of the English Language 1015 (4th ed. 2000).  Thus, “[a]ll agree that something is limited when re-

strictions, restraints, or curtailments are imposed.”  Purl, 2024 WL 5202497, at *8.  So a “limit” need 

not amount to a complete bar.  “[L]aws that curtail or restrain the activity—even if the activity is not 

completely prohibited—limit the activity through imposing obstructions to the relevant activity.”  Id. 

So does the Final Rule restrict, restrain, or curtail States’ “authority, power, or procedures … 

for the reporting of disease or injury, child abuse, birth, or death, public health surveillance, or public 

health”?  Yes, of course.  States—in both their capacity as HIPAA-covered entities and as investigative 
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authorities—now must navigate a “labyrinth of criteria” to police these public concerns.  See Purl, 2024 

WL 5202497, at *7 (citation omitted).  The upshot is a regime that imposes several new hurdles that 

slow and sometimes block lawful state investigatory and public-health enforcement activities. 

First, the Final Rule requires covered entities to “screen requested PHI for whether it con-

tain[s] information potentially related to reproductive health care.”  89 Fed. Reg. at 33,060.  That 

process is no small matter:  The Final Rule’s definition of “reproductive health care” is intentionally 

broad, meaning the necessary screening will be extensive because almost any patient record could be 

“potentially related” to the “functions and processes” of the reproductive system.  45 C.F.R. § 160.103.  

The threat of criminal liability, moreover, drives covered entities to err on the side of determining that 

some requested information “potentially relate[s]” to “reproductive health care” as broadly defined in 

the Final Rule, even when the connection is far from obvious.  For example, a dialysis center refused 

to disclose information without an attestation under the Final Rule.  Zeigler Decl. ¶ 10. 

Second, a determination that “reproductive health care” information is implicated necessitates 

a second inquiry:  Whether the requesting state or local agency is (i) “conduct[ing] a criminal, civil, or 

administrative investigation” or seeking to “impose criminal, civil, or administrative liability” for (ii) 

“the mere act of seeking, obtaining, providing, or facilitating reproductive health care.”  89 Fed. Reg. 

at 33,063.  So a request recipient must evaluate the investigators’ motive—apparently by using some 

subjective sense of whether an agency is truly targeting waste, fraud, and abuse, or instead the provi-

sion of reproductive health care that HHS favors.  How that works, the Final Rule doesn’t say.  Rather, 

it leaves it, in some cases, to the target of the investigation to determine.  

Third and further complicating things, the Final Rule’s disclosure bar applies only if the medical 

service was “lawful” under the circumstances it was provided.  Id.  This legality determination is yet 

another impermissible “limit” that delays and frustrates investigations.  Purl, 2024 WL 5202497, at *8-

9.  Indeed, HHS itself recognized that “situations may arise where a regulated entity reasonably 
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determines that reproductive health care was lawfully provided, while at the same time, the person 

requesting the PHI (e.g., law enforcement) reasonably believes otherwise.”  89 Fed. Reg. at 32,993.  Of 

course, covered entities generally “are not prepared or equipped to make nuanced legal judgments.”  

Purl, 2024 WL 5202497, at *8.  Yet the Final Rule puts them in the position of making legal judgments 

in areas of the law that are unsettled and ever changing.  For example, the Final Rule “would require 

a doctor to navigate whether an abortion was ‘legal’ under EMTALA … before disclosing and risking 

liability under HIPAA” even though “[s]uch questions [have] confounded Article III courts.”  Id. at 

*9 (citation omitted).  And that is to say nothing of the “fluctuat[ion]” in HHS’s understanding of the 

legality of different forms of “reproductive health care” from administration to administration.  See 

id.; compare Compl. ¶ 71 (detailing Biden Administration’s view that federal law protects abortion and 

gender-transition interventions in minors), with Tenn. Code Ann. § 39-15-213, and Tenn. Code Ann. 

§ 68-33-103 (restricting same).  Forcing covered entities and requesting agencies to navigate thorny 

legal questions under threat of criminal liability chills States’ “authority, power, [and] procedures” in a 

way HIPAA nowhere contemplates.  See id. at *8-9.   

Fourth, the Final Rule’s “attestation” requirement comprises yet another impermissible “limit.”  

Purl, 2024 WL 5202497, at *9.  Under it, “[a] covered entity ... may not use or disclose protected health 

information potentially related to reproductive health care for purposes specified in [the 2024 Rule] 

without obtaining an attestation[.]”  89 Fed. Reg. at 33,063.  And the Final Rule imposes strict require-

ments for a valid “attestation.”  “The requesting agency must say the information will not be used for 

a prohibited purpose; must not contain any extra, nonrequired statements; must be believable to a 

reasonable covered entity; must contain a specific description of the sought information; must contain 

a statement that a covered entity could be subject to penalties for a HIPAA violation; must be in plain 

language; and must be signed.”  Purl, 2024 WL 5202497, at *9.  

While even a proforma submission would amount to some “limit” on States’ authority, id. at 
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*8-9, the attestation requirement is not the box-checking exercise HHS claims, see 89 Fed. Reg. at 

33,030.  The purpose of an investigation is to gather unknown information.  See Kreutz Decl. ¶ 16.  

Yet the Final Rule requires investigators to complete attestations under threat of criminal liability with 

imperfect knowledge of the possible misconduct.  That chills investigators’ ability and willingness to 

comply with the attestation requirement, limiting their access to necessary information. 

Nor is the Final Rule’s attestation requirement a barrier just for the requesting party.  Purl, 

2024 WL 5202497, at *9.  If any of the requirements for a valid attestation is not met, the covered 

entity “may not use or disclose” the requested information.  89 Fed. Reg. at 33,063.  The “covered 

entity” is responsible for evaluating the “attestation” and if it is “defective” then they are “not in 

compliance” if they disclose the information.  Id.  Thus, even after an investigator provides an attes-

tation, the covered entity (perhaps themselves subject to investigation) must scrutinize its contents 

and may withhold disclosure.   

Fifth, on top of all that, the Final Rule directs covered entities to “presume” that the care pro-

vided by others was lawful “unless they know or are reasonably shown otherwise.”  Purl, 2024 WL 

5202497, at *8 (emphasis in original).  In this way, too, the Final Rule places a thumb on the scale for 

non-disclosure.  The default becomes for covered entities to withhold information.  And overcoming 

this presumption requires state investigators to proffer highly fact-specific showings about investiga-

tions they are seeking to initiate.  Again, that puts the cart before the horse, since often the purpose 

of records requests is to gather further facts about suspected misconduct.   

It may be that these “hurdles, at the end of an interpretive process,” do not “outright bar” use 

or disclosure of requested information.  Id.  But the complex steps and analyses that the Final Rule 

requires of covered entities and requesting parties inhibits States’ authority by “slow[ing] down,” id., 

“procedures … for the reporting of disease or injury, child abuse, birth, or death, public health sur-

veillance, or public health investigation or intervention,” 42 U.S.C. § 1320d-7(b).  These are exactly 
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the types of restraints and impediments that Congress expressly forbade.  Thus, the Final Rule exceeds 

HHS’s statutory authority and should be “set aside.”  5 U.S.C. § 706(2)(C). 

2.  HHS cannot retreat to its general rulemaking authority as grounds for rewriting Congress’s 

express prohibition against limiting States’ authority.  Section 1320d-7(b) nowhere “expressly dele-

gate[s] to [HHS] the authority to give meaning to a particular statutory term,” specifically “limit.”  

Loper Bright, 603 U.S. at 394 (cleaned up).  Indeed, that section contains no delegation of regulatory 

authority.  Instead, HHS’s authority to propose regulations governing “[t]he uses and disclosures of 

[health] information that should be authorized or required” is found elsewhere in HIPAA.  Pub. L. 

No. 104-191 § 264(b)(3); see also 42 U.S.C. § 1320d-2.  But the “statutes that Loper Bright cited as ex-

amples of delegations” warranting “deference don’t only have broad language.  They pair that language 

with words that expressly empower the agency to exercise judgment.”  Moctezuma-Reyes v. Garland, 124 

F.4th 416, 420 (6th Cir. 2024).  HIPAA’s grants of rulemaking authority to HHS do not pair “broad 

language” with “words expressly empower[ing]” HHS to define “limit.”  Nor do they expressly sanc-

tion rules to restrict States’ use or disclosure of health information for public health purposes.  That 

lack of express authorization forecloses the Final Rule, since HHS “has no power to act … unless and 

until Congress confers power upon it.” Louisiana Pub. Serv. Comm’n v. FCC, 476 U.S. 355, 374 (1986).     

Worse still for HHS, Congress made clear that “[n]othing” in HIPAA shall impose limits on 

States’ authority with respect to policing public health and welfare.  42 U.S.C. § 1320d-7(b) (emphasis 

added).  “Nothing” means nothing, including HHS’s general authority to issue regulations and 

HIPAA’s general preemption provision in § 1320d-7(a).  So notwithstanding HHS’s authority to issue 

certain regulations governing “[t]he uses and disclosures of [health] information that should be au-

thorized or required,” Pub. L. No. 104-191 § 264(b)(3), Congress specifically mandated that HHS’s 

authority could not be wielded to override States’ authorities recognized in § 1320d-7(b). 

The novelty of HHS’s disclosure limits on “reproductive health care” information reinforces 
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HIPAA’s proper scope.  “[W]hen an Executive Branch interpretation was issued roughly contempo-

raneously with enactment of the statute and remained consistent over time” it might be entitled to 

respect in interpreting the law.  Loper Bright, 603 U.S. at 370.  But the Final Rule comes well after 

HIPAA’s enactment, and HHS admits that the rule was a direct response to the Supreme Court’s 

decision in Dobbs.  89 Fed. Reg. at 32,987-88.  Thus, HHS’s position that the Final Rule’s new limits 

on the disclosure and use of “reproductive health care” information do not conflict with Congress’s 

contrary directive in 42 U.S.C. § 1320d-7(b) is not entitled to deference. 

In any event, HIPAA authorizes HHS to promulgate “standards with respect to the privacy 

of individually identifiable health information.”  Pub. L. No. 104-191 § 264(a) (emphasis added).  No-

where does HIPAA authorize HHS to shield from authorities information that is not “health infor-

mation.”  And the statute does not shield information that is evidence of legal wrongdoing under state 

law.  Yet the Final Rule rests on the proposition that health information protected from disclosure to 

state authorities includes information that a State believes is “evidence” of a violation of state law.  See 

88 Fed. Reg. at 23,516.  No fair reading of health information permits that view.  And if Congress had 

meant to permit such a shield, it knew how.  See Dkt #1-2 at 8 (citing Pub. L. No. 104-191 § 248(a)).  

But HIPAA has no express limitation for disclosures with respect to state-law investigations. 

3.  Bedrock interpretative cannons confirm that HHS lacks authority to specially restrict “re-

productive health care” information under HIPAA.  Start with the major questions doctrine.  Congress 

is expected to “speak clearly when authorizing an agency” like HHS “to exercise powers of vast eco-

nomic and political significance.”  Ala. Ass’n of Realtors v. HHS, 594 U.S. 758, 764 (2021) (per curiam) 

(internal quotation marks omitted).  HHS admits that the Final Rule was a direct response to the 

Supreme Court’s decision to return abortion regulation to the States, 89 Fed. Reg. at 32,987-88, and 

few issues in our nation’s history match the “political significance” of abortion regulation.  See Dobbs, 

597 U.S. at 229 (“[Roe v. Wade] sparked a national controversy that has embittered our political culture 
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for a half century.”).  Thus, had Congress intended to empower HHS to regulate “reproductive health 

care” information differently than all other forms of patient health information under HIPAA it 

needed do so “clearly,” not in a “cryptic … fashion.”  West Virginia v. EPA, 597 U.S. 697, 716, 721 

(2022) (citations omitted).  But HHS cannot point to any language—let alone clear text—conferring it 

with power to create heightened disclosure regimes for “reproductive health care” information. 

Next, consider the federalism cannon.  See Dkt. #1-2 at 8-11.  “Congress should make its 

intention clear and manifest if it intends to preempt the historic powers of the States.”  Will v. Mich. 

Dep’t of State Police, 491 U.S. 58, 65 (1989) (internal quotation marks and citation omitted).  “This plain 

statement rule is nothing more than an acknowledgment that the States retain substantial sovereign 

powers under our constitutional scheme, powers with which Congress does not readily interfere.”  

Gregory v. Ashcroft, 501 U.S. 452, 461 (1991).  Public health, Kentucky, 23 F.4th at 599, and punishing 

“local criminal activity,” Bond, 572 U.S. at 858, are core sovereign interests.  And nothing in HIPAA 

provides clear notice that Congress intended to upend them.  Rather, Congress expressly preserved 

States’ power to obtain information from covered entities to promote these sovereign priorities.  42 

U.S.C. § 1320d-7(b).  Without “unmistakably clear language” in HIPAA countermanding Congress’s 

otherwise expressed intent to preserve States’ traditional authorities, HHS lacks statutory authority for 

the Final Rule.  See Gregory, 501 U.S. at 460 (citation omitted). 

Finally, constitutional-avoidance principles defeat any claim that the Final Rule’s new disclo-

sure limitations are lawful.  “[W]here a statute is susceptible of two constructions, by one of which 

grave and doubtful constitutional questions arise and by the other of which such questions are avoided, 

[a court’s] duty is to adopt the latter.”  United States ex rel. Att’y Gen. v. Del. & Hudson Co., 213 U.S. 366, 

408 (1909); see also Antonin Scalia & Bryan A. Garner, Reading Law: The Interpretation of Legal Texts 247 

(2012).  And if Congress had intended to grant HHS the power it claims under the Final Rule, signif-

icant concerns boil to the surface under the non-delegation doctrine and Due Process Clause. 
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Congress delegated some legislative power to HHS by directing the agency to address patients’ 

rights under HIPAA, the “procedures that should be established for the exercise of such rights,” and 

the “uses and disclosures” of patients’ “information that should be authorized or required,” Pub. L. 

No. 104-191 § 264(b).  See INS v. Chadha, 462 U.S. 919, 952 (1983) (“legislative” acts have “the purpose 

and effect of altering the legal rights, duties and relations of persons ... outside the legislative branch.”).  

But while Congress may “obtain[] the assistance of its coordinate Branches” by delegating legislative 

power, it must “lay down … an intelligible principle” to guide the delegee. Panama Refin. Co. v. Ryan, 

293 U.S. 388, 429-300 (1935) (citation omitted).   And without the constraints that Congress put in 

place under § 1320d-7(b), HHS’s authority to set rules on the “uses and disclosures of [private] infor-

mation” is essentially boundless, raising serious non-delegation concerns.  See id. 

The Final Rule also raises serious due-process questions, particularly given HIPAA’s stiff crim-

inal penalties.  Most problematic, the Final Rule’s “lawful”-care provision requires covered entities 

and state agencies to render layers of legal judgments on questions that are unsettled and beyond their 

ken.  See infra 21-22.  Given HHS’s flip-flopping positions on issues like abortion and transgender-

related care,6 there is serious risk of “arbitrary and discriminatory enforcement” contrary to due pro-

cess.  See Meriwether v. Hartop, 992 F.3d 492, 518 (6th Cir. 2021).  Applying the clear language of 42 

U.S.C. § 1320d-7(b) and rejecting HHS’s improper claim of authority under HIPAA in the Final Rule 

avoids these thorny constitutional questions.  See Jennings v. Rodriguez, 583 U.S. 281, 286 (2018). 

C. The Final Rule is arbitrary and capricious.   

An agency action must stem from “reasoned decisionmaking,” or else it is “arbitrary and ca-

pricious” and should be set aside.  See Atrium Med. Ctr. v. HHS, 766 F.3d 560, 567 (6th Cir. 2014) 

(citation omitted).  In promulgating a rule, an agency may not rely “on factors which Congress has 

 
6 Compare, e.g., HHS, Nondiscrimination in Health Programs and Activities, 89 Fed. Reg. 37,522, 37,571-78 
(May 6, 2024), with Executive Order 14,168, Defending Women from Gender Ideology Extremism and Restoring 
Biological Truth to the Federal Government (Jan. 20, 2025), https://perma.cc/3XH2-YVYU. 
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not intended it to consider” or fail “to consider an important aspect of the problem.” Motor Vehicle 

Mfrs. Assn. of U.S., Inc. v. State Farm Mut. Auto. Ins. Co., 463 U.S. 29, 43 (1983).  But HHS did so here.  

HHS allegedly sought to “strike an appropriate balance between ensuring health care privacy 

and conducting law enforcement activities.”  89 Fed. Reg. at 32,993.  To strike its asserted balance, 

HHS has imposed disclosure prohibitions related to “reproductive health care,” a phrase HHS de-

fined so as to sweep in nearly any form of health care.  See id. at 33,063.  After all, the human body’s 

organ systems are interrelated, so nearly any healthcare “affects the health of an individual in [some] 

matters relating to the reproductive system and to its functions and processes.”  Id. (emphases added).  That 

concern is not hypothetical: Health Facilities investigators, for example, have had requests for PHI 

related to a psychiatric facility denied.  Zeigler Decl. ¶ 8-10.  When commenters made HHS aware of 

that possibility, 89 Fed. Reg. at 33,006, HHS shrugged, id. at 33,007.  So investigators and covered 

entities must sort things out among themselves without the guidance the APA requires from the 

agency.  See id. at 33,063.   

HHS’s explanatory failures do not end there.  The Final Rule requires PHI-request recipients 

to assess the legality of the “reproductive health care” involved in the request.  Id. at 33,063.  But, in 

general, request recipients will be medical, not legal, professionals, ill-suited to assessing law.  Purl, 

2024 WL 5202497, at *8.  Making matters worse, the Final Rule forces request recipients to presume 

“reproductive health care” provided by others is lawful, unless the request recipient has “[a]ctual 

knowledge that the reproductive health care was not lawful” or the investigator “supplie[s]” sufficient 

“[f]actual information” to “demonstrate[] a substantial factual basis that the reproductive health care 

was not lawful.”  89 Fed. Reg. at 33,063.  That presumption applies even though instances of the Final 

Rule’s “reproductive health care” are illegal in many jurisdictions, meaning health professionals mak-

ing the assessment required by the Final Rule must ignore what they may know about the law.  See, e.g., 

Tenn. Code Ann. § 39-15-213(b).  HHS officials have argued that some federal statutes preempt state 
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medical regulations in areas the Final Rule implicates.  E.g., Br. of U.S. at 20-27, Moyle v. United States, 

Nos. 23-726 & 23-727 (U.S. Mar. 21, 2024).   

The upshot:  Under the Final Rule, PHI-request recipients must presume some broadly de-

fined category of “reproductive health care” is legal, even when it is not, and then do legal analysis, 

even though they are not lawyers, to fulfill a request.  The Final Rule flunks rationality on those fronts.   

Independently, the Final Rule’s vesting of assessment power in PHI-request recipients has 

consequences HHS never considered, let alone adequately justified.  The criminal liability attached to 

improper disclosure creates an incentive for PHI-request recipients to deny requests.  See 42 U.S.C. 

§ 1320d-6.  Yet the Final Rule provides no recourse for a denied requestor to challenge the denial.  

See 89 Fed. Reg. at 33,063-66.  HHS’s choose-your-own-adventure approach perversely empowers 

suspected lawbreakers to hinder an investigation into themselves.  Again, the Final Rule provides no 

justification for such a scheme, see 89 Fed. Reg. at 33,063-66, which thwarts the ancient maxim that 

“[n]o man is allowed to be a judge in his own cause.”  The Federalist No. 10, at 79 (James Madison) 

(Clinton Rossiter ed., 1961).   

The Final Rule’s paperwork gums up vital investigations without good reason.  Investigators 

must attest that the Final Rule permits disclosure when there is a potential connection to “reproduc-

tive health care,” which can encompass almost any request.  See Zeigler Decl. ¶¶ 8-11.  HHS has not 

explained how that scheme abides HIPAA’s statutory prohibition on rules that “invalidate or limit” 

States’ ability to regulate public health.  42 U.S.C. § 1320d-7(b).  More mundane but more frequent is 

the Final Rule’s requiring investigators to engage in difficult legal work just to get a request out the 

door.  Spahr Decl. ¶¶ 15-20; Kreutz Decl. ¶¶ 10-14, 16-18.  HHS did not adequately explain why 

those burdens on States’ investigative authority are reasonable.  And with all those burdens come 

costs, which HHS did not adequately account for.  
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II. The Entire Rule Should Be Vacated. 

Section 706 of the APA instructs that reviewing courts “shall … hold unlawful and set aside 

agency action” that violates an agency’s organic statute, the U.S. Constitution, or the APA’s bar on 

arbitrary-and-capricious and procedurally invalid decision-making.  5 U.S.C. § 706(2).  A vacatur or-

der—unlike an injunction and other in personam relief—would act on the Final Rule itself by denying 

it legally operative effect and treating it as void as to all regulated parties.  Vacatur is the “ordinary 

result” in APA cases challenging a Final Rule’s statutory or constitutional authority and aligns with the 

APA’s history and “countless decisions” from the Supreme Court that have “vacated agency actions, 

including agency rules.”  Corner Post, Inc. v. Bd. of Governors of Fed. Rsrv. Sys., 603 U.S. 799, 829-33 (2024) 

(Kavanaugh, J., concurring) (collecting authorities); see also Kiakombua v. Wolf, 498 F. Supp. 3d 1, 52 

(D.D.C. 2020) (Jackson, J.) (vacatur of a rule “for everyone” is normal APA remedy). 

The Final Rule’s legal flaws warrant vacatur across the board.  Cf. Ohio v. EPA, 603 U.S. 279, 

293-96 (2024); Tennessee v. Cardona, No. 24-5588, 2024 WL 3453880, at *4 (6th Cir. July 17, 2024).  

HHS’s lack of statutory authority to adopt the Final Rule renders the Rule invalid and requires vacatur 

since an “illegitimate agency action is void ab initio” regardless of further agency justification.  Texas v. 

Cardona, No. 4:23-cv-604-O, 2024 WL 2947022, *46 (N.D. Tex. June 11, 2024).  Indeed, the core 

premise of HHS’s Final Rule is an unlawful one:  That HIPAA empowers HHS to create new catego-

ries of disclosure based upon substantive judgments about the value of particular medical procedures.  

So too, HHS’s pervasive arbitrariness renders the Final Rule “invalid in its entirety.”  Tennessee v. Car-

dona, 737 F. Supp. 3d 510, 570 (E.D. Ky. 2024).   

III. At a Minimum, Plaintiffs Are Entitled to Preliminary Relief.   

Though this case is ripe for final judgment, this Court should at least enjoin the Final Rule’s 

application to the Plaintiff States, their HIPAA-covered entities, and their investigative agencies.  Or 

the Court should stay the Final Rule under 5 U.S.C. § 705.  In addition to having likely merits success, 
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Plaintiffs satisfy the remaining preliminary-relief factors.   

Irreparable Harm:  The Final Rule has and will continue to inflict irreparable harms on the 

Plaintiff States.  First, the Final Rule injures the Plaintiff States’ sovereignty.  States’ sovereign police 

powers include powers to regulate “to promote the public health, the public morals, or the public 

safety,” Chicago, Burlington & Quincy Ry. Co. v. Illinois, 200 U.S. 561, 592 (1906), and to punish “local 

criminal activity,” Bond, 572 U.S. at 858.  “[C]ontrol over the public fisc” is also “central to a state’s 

sovereignty.”  T.M. ex rel. H.C. v. DeWine, 49 F.4th 1082, 1095 (6th Cir. 2022) (Readler, J., concurring).  

Yet the Final Rule infringes these interests.  It hampers the Plaintiff States’ ability to regulate to those 

ends by slowing or preventing state investigations, leaving patients and the public vulnerable.  See, e.g., 

Zeigler Decl. ¶¶ 8-11; Dietz Decl. ¶¶ 20-21; Joiner Decl. ¶¶ 8-9.  And delays to billing-fraud investi-

gations may impact the amount the States are ultimately able to recover.  See Kreutz Decl. ¶ 20 (delay 

may push some misconduct outside the statute of limitations for recovery).  Such “invasions of state 

sovereignty” are irreparable.  Kentucky, 23 F.4th at 611 n.19. 

Second, the Plaintiff States must expend resources to comply with the Final Rule’s byzantine 

procedural burdens.  See, e.g., Kreutz Decl. ¶¶ 16-18; Spahr Decl. ¶ 15; Traxler Decl. ¶¶ 17-18; Targia 

Decl. ¶¶ 16-18.  As HHS acknowledged, the Final Rule necessitates “new or modified policies and 

procedures” was well as “trainings.”  89 Fed. Reg. at 33,056.  And both covered entities and investi-

gators have ongoing obligations to evaluate requests for information and attestations.  Even if Plain-

tiff States later prevail against the Final Rule, they cannot recover money damages from the federal 

government.  Kentucky, 23 F.4th at 611 n.19.  Such “unrecoverable compliance costs” are irreparable 

harm too.  Kentucky v. Biden, 57 F.4th 545, 555-56 (6th Cir. 2023). 

Equities and Public Interest:  Courts weighing the equities must consider “the competing 

claims of injury and ... the effect on each party of the granting or withholding of [that] requested 

relief.”  Winter v. Nat. Res. Def. Council, 555 U.S. 7, 24 (2008) (citation omitted).  Here, HHS would 
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suffer no harm from sticking to the scheme they themselves “designed” specifically to balance pa-

tients’ privacy interests against State’s investigatory authority.  65 Fed. Reg. at 82,683.  Indeed, cov-

ered entities and State investigators have successfully operated under the Privacy Rule for a quarter 

century.  By contrast, HHS previously warned that imposing disclosure requirements “significantly 

more” stringent than the Privacy Rule could “unduly compromise[]” States’ “ability to protect the 

public interest.”  Id.  That warning has proven prescient, supra 9-10 (collecting cites), as the Final 

Rule has significantly stymied the States’ investigations into fraud, abuse, and other matters of public 

interest.   

Preliminary relief also serves the public interest.  The public has an interest in safe, profes-

sional medical care.  Yet the Final Rule is halting investigations into fraud, abuse, and potential sub-

standard care, preventing investigators from protecting the public fisc and ensuring the well-being of 

patients within their borders.  HHS cannot credibly claim a countervailing public interest in promoting 

broader abortion access, since the Constitution leaves that choice to States.  Regardless, Congress has 

not conferred HHS with “the power to regulate” in the challenged manner, so it is not courts’ role to 

“weigh [the] tradeoffs” of HHS’s pursuit of self-proclaimed “desirable ends.” Nat’l Fed’n of Indep. Bus. 

v. OSHA, 595 U.S. 109, 120 (2022) (per curiam); Ala. Ass’n of Realtors, 594 U.S. at 766.  By contrast, 

“‘the public interest lies in a correct application’ of the law.”  Kentucky, 57 F.4th at 556 (citation omit-

ted).  That is truer still when an agency’s unlawful action “threatens state sovereign interests,” Kentucky 

v. Yellen, 67 F.4th 322, 327 (6th Cir. 2023) (Bush, J., statement regarding denial of reh’g en banc)—as 

HHS’s Final Rule does here, supra 11-12, 24.   

CONCLUSION 

For all these reasons, this Court should enter summary judgment for the Plaintiff States and 

set aside the Final Rule as unlawful.  At a minimum, this Court should enter preliminary relief against 

the Final Rule pending the case’s resolution. 
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1730 M Street N.W., Suite 910   Washington, D.C. 20036    

tel. 202-682-1200   fax 202-408-0632    
www.eppc.org 

June 16, 2023 
 
Via Federal eRulemaking Portal 
 
Xavier Becerra 
Secretary 
Attn: HIPAA Privacy Rulemaking 
U.S. Department of Health and Human Services 
200 Independence Avenue SW 
Washington, DC 20201 
 
 
Re:  EPPC Scholars Comment Opposing “HIPAA Privacy Rule To Support Reproductive 

Health Care Privacy,” RIN 0945-AA20 
 
Dear Secretary Becerra: 
 

We are scholars at the Ethics and Public Policy Center (EPPC), and we write in strong opposition 
to the Department of Health and Human Services’ (“HHS”) Proposed Rule “HIPAA Privacy Rule To 
Support Reproductive Health Care Privacy” (“Proposed Rule”).1 

Eric Kniffin is an EPPC Fellow, member of EPPC’s HHS Accountability Project, and a former 
attorney in the U.S. Department of Justice’s Civil Rights Division. For more than a decade, Eric has 
represented plaintiffs seeking judicial relief from the Departments’ contraceptive mandate, as counsel for 
the Becket Fund and in private practice. Natalie Dodson is a Policy Analyst and member of EPPC’s HHS 
Accountability Project. 

We offer this public comment to make a record regarding the Proposed Rule’s many and serious 
flaws. First, the Department has failed to establish a need for the Proposed Rule: its self-serving 
conjectures and its reliance on reaction pieces from last summer do not establish that the current Privacy 
Rule is causing “confusion.” Second, even if the current rule causes “confusion,” the Proposed Rule 
makes the Privacy Rule worse by introducing a number of critical terms that are either poorly defined or 
not defined at all. Third, the Proposed Rule will also create more confusion by greatly complicating the 
decision-making process a covered entity must undergo when deciding whether to use or disclose PHI.  

 
But the Proposed Rule does not merely make the Privacy Rule more confusing and complicated. 

Covered entities must navigate this confusion knowing that HHS—the federal agency responsible for 
writing, finalizing, interpreting, implementing, and enforcing the Privacy Rule—is openly hostile to state 
efforts to protect unborn human life, protect minors from life-altering “gender transition” procedures, and 
other related state interests recognized by the Supreme Court in Dobbs v. Jackson Women's Health Org. 
Given the political content in the Proposed Rule, given the Department’s wide-ranging authority to 
interpret and enforce these vague rules, and given the considerable civil, criminal, and professional 
consequences that come with adverse HIPAA determination under the Privacy Rule, we fear that the 
Privacy Rule would chill health care professionals from cooperating with legal and legitimate state 

 
1 88 Fed. Reg. at 23506. 
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activities that stem from their traditional police powers, which include promoting the public health, 
morals, or safety, and the general well-being of the community.  

 
For all these reasons, The Department should abandon and withdraw the Proposed Rule. 
 

I. HHS has failed to establish a need for the Proposed Rule. 

Federal administrative agencies are required to engage in “reasoned decision making.”2 This 
obligation requires a federal agency to identify the problem it intends to address.3 To justify replacing 
current regulations, an agency must provide specific evidence as to how the current regulations are 
causing harms or burdens and how the Proposed Rule would remedy the alleged defects without causing 
equal or greater harms and burdens.4 For this Proposed Rule, HHS has failed to meet that exacting 
standard in every respect. Specifically, HHS has failed to provide concrete evidence that the Privacy Rule 
as it currently exists has or will cause harm or burdens necessitating the need for this rulemaking and that 
the proposed regulations will remedy that harm. 

A. The Proposed Rule asserts, but fails to establish, that the Supreme Court’s Dobbs 
decision has created a need for new rulemaking.  

HHS’s justification for this Proposed Rule centers around the Supreme Court’s June 2022 
decision in Dobbs v. Jackson Women's Health Org,5 which is referenced nineteen times in the preamble. 
Though the Proposed Rule was issued less than ten months after the Dobbs decision, HHS claims that it 
has already “carefully analyzed” the issue.6 However, the Proposed Rule’s preamble does not demonstrate 
any actual problem that needs to be solved.  

Much of the Department’s supposed justification for the Proposed Rule is built on other groups’ 
short-term reactions to and unsupported claims about Dobbs’ impact. HHS cites a Consumer Reports 
piece published the same day as Dobbs,7 a JAMA Network article published seven days later,8 a New 
Yorker piece published eight days after Dobbs decision,9 and a blog post from the Federal Trade 
Commission released twenty-one days after Dobbs.10 HHS relies on at least eleven other reports 
published in the summer of 2022.11  

The Department also relies on a “recently filed complaint” where a plaintiff alleges that her 
health-care provider falsified medical records because of Dobbs.12 Falsifying medical records is a felony 
under 18 U.S.C. § 1035 and remains such after Dobbs. It is not clear whether the HHS had this or other 
crimes in mind when the Proposed Rule states, without citation, that “[r]ecent state actions now place 

 
2 Michigan v. E.P.A., 576 U.S. 743, 750 (2015). 
3 EO 12866 § 1(b) (establishing the principles of regulation, including that “Each agency shall identify the problem 
that it intends to address (including, where applicable, the failures of private markets or public institutions that 
warrant new agency action) as well as assess the significance of that problem.”). 
4 Michigan, 576 U.S. at 779 (regulation is irrational if it disregards the relationship between its costs and benefits); 
Alltelcorp v. FCC, 838 F.2d 551, 561 (D.C. Cir. 1988) (“a regulation perfectly reasonable and appropriate in the face 
of a given problem is highly capricious if that problem does not exist”).  
5 142 S. Ct. 2235 (2022).  
6 88 Fed. Reg. at 23510.  
7 88 Fed. Reg. at 23519 n.162. 
8 Id.  
9 88 Fed. Reg. at 23509 n.25.  
10 88 Fed. Reg. at 23510 n.28.  
11 See, for example, 88 Fed. Reg. at 23519 nn. 163, 166, and 169, id. at 23520 nn. 171 and 174. 
12 88 Fed. Reg. at 23519 and n.180.  
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individuals and health care providers in potential civil or criminal jeopardy when PHI related to an 
individual’s reproductive health is used and disclosed.”13 Nonetheless, it is difficult to understand how 
these alleged crimes justify the Proposed Rule.  

The Department also relies on its own conjectures about Dobbs’ impact. For example, HHS 
claims, “we believe it may be necessary to modify the Privacy Rule” to prevent people from seeking PHI 
“for a non-health care purpose where such use or disclosure would be detrimental to any person.14 HHS is 
likewise concerned about what actions state actors “may attempt” in their efforts to enforce state laws, 
and furthermore surmises that such law enforcement efforts are “likely to chill individuals’ willingness to 
seek lawful treatment or to provide full information to their health care providers.”15 HHS claims that new 
laws passed after Dobbs “raised the prospect that highly sensitive PHI would be disclosed”16 and that 
such laws “could interfere with individuals’ longstanding expectations.” It worries about what health care 
entities “might be compelled” to do.17 The Department’s guesswork does not provide an adequate basis 
for the proposed rulemaking.  

Having relied on reaction pieces and the Department’s own conjectures, HHS somehow arrives at 
certain conclusions. The preamble claims that the Department has “determined . . .. that information about 
reproductive health care . . . requires heightened protections.”18 It claims that the Dobbs decision makes 
PHI related to “reproductive health care” “is now more acute than it was before.”19 It states that because 
of Dobbs “effectuating the purposes of HIPPA now “require[s] regulatory provisions that restrict[] uses 
and disclosures of PHI related to [reproductive health care].”20 But these bold, unsupported conclusions 
are not enough to meet HHS’ legal obligation to justify new rulemaking. The Department’s failure to 
justify the proposed rulemaking renders the Proposed Rule arbitrary and capricious under the 
Administrative Procedure Act.  

II. The Proposed Rule makes the HIPAA Privacy Rule more, not less, confusing.   

The Department’s main argument throughout the preamble is that the Proposed Rule is needed to 
ameliorate alleged confusion about the HIPAA Privacy Rule in the wake of the Dobbs decision. HHS 
says Dobbs and subsequent legal developments have created “significant confusion for individuals, health 
care providers, family, friends, and caregivers regarding their ability to privately seek, obtain, provide, or 
facilitate health care.”21 More specifically, HHS claims “regulated agencies” have expressed “confusion 
and concern as to the[ir] ability . . . to use or disclose PHI for” “criminal, civil, or  administrative 
investigations into or proceedings about that health care.”22 HHS claims that its Proposed Rule provides 
the “further clarification . . . needed to resolve this confusion and strengthen privacy protections.”23  

 
13 88 Fed. Reg. at 23519.  
14 88 Fed. Reg. at 23507 (emphasis added). 
15 Id. (emphases added).  
16 Id. at 23509 (emphasis added). 
17 Id. at 23519 (emphasis added). 
18 Id. at 23510.  
19 Id. at 23510.  
20 88 Fed. Reg. at 23519.  
21 88 Fed. Reg. 23509. See also id. at 23520 (claiming there is “ambiguity and confusion for individuals and health 
care providers . . . about when health information is protected under the HIPAA Rules”); id. at 23548 (alleging 
“significant confusion about the extent to which reproductive health care information is protected by the Privacy 
Rule”).  
22 88 Fed. Reg. 23528.   
23 88 Fed. Reg. 23509. 
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As shown above, the Proposed Rule does not demonstrate that there is a problem that needs to be 
solved. But even if it had, federal agencies must also “offer[] an explanation for its decision that runs 
counter to the evidence before the agency, or is so implausible that it could not be ascribed to a difference 
in view or the product of agency expertise.”24 An agency must “articulate a satisfactory explanation for its 
action,” including a “rational connection between the facts found and the choice made.”25  

Because this alleged “confusion” plays such a prominent role in HHS’ justification for its 
Proposed Rule, it is important to highlight the mind-numbing confusion that the Proposed Rule would 
create. This is most easily seen through the Proposed Rule’s additions to the Privacy Rule, which center 
on vague and undefined terms.  

The byzantine complexity the Proposed Rule would create for covered entities stands in sharp 
contrast to the Department’s own requirement that state law enforcement actions justify their requests for 
PHI in “plain language.” The Proposed Rule’s attestation requirement (§ 164.509) states that a covered 
entity may not comply with a “subpoena, discovery request, or other lawful process” that requests 
“protected health information potentially related to reproductive health care” unless the request and 
justification is “written in plain language.” As the following examples show, the Proposed Rule fails the 
“plain language” test.  

A. The Proposed Rule contains broadly defined and vague terms. 

1. Public Health  

The Department redefines “public health,” as used in the terms “public health surveillance,” 
“public health investigation,” and “public health intervention,” to “population-level activities to prevent 
disease and promote health of populations.”26 These activities, however, explicitly exclude “uses and 
disclosures for the criminal, civil, or administrative investigation into or proceeding against a person in 
connection with obtaining, providing, or facilitating reproductive health care” and “for the identification 
of any person in connection with a criminal, civil, or administrative investigation into or proceeding 
against a person in connection with obtaining, providing, or facilitating reproductive health care.”27 In 
short, the Proposed Rule has defined “reproductive health care” and abortion out of the definition of 
“public health.”28 Not only is this definitional change arbitrary and capricious on simply a surface level 
reading of the text, but the administration has repeatedly included “reproductive health care” and abortion 
as part of “public health more broadly.”29 This limitation inhibits state health departments’ collection of 
health data and investigations and enforcement of health and safety regulations. 

 
2. Person  

The Privacy Rule defines “person” as “natural person, trust or estate, partnership, corporation, 
professional association or corporation, or other entity, public or private.”30 The Proposed Rule adds to 

 
24 Motor Vehicle Mfrs. Ass'n v. State Farm Mutual Automobile Ins. Co., 463 U.S. 29, 43 (1983). 
25 Id.  
26 88 Fed. Reg. 23525. 
27 Id. at 23552. 
28 Id. 
29 Executive Order on Protecting Access to Reproductive Healthcare Services, 
https://www.whitehouse.gov/briefing-room/presidential-actions/2022/07/08/executive-order-on-protecting-access-
to-reproductive-healthcare-services/, Executive Order on Securing Access to Reproductive and Other 
Healthcare Services, https://www.whitehouse.gov/briefing-room/presidential-actions/2022/08/03/executive-order-
on-securing-access-to-reproductive-and-other-healthcare-services/. 
30 88 Fed. Reg. 23523. 
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the definition of “person,” by specifying that a “natural person” means “a human being who is born 
alive.”31 According to the Proposed Rule, “natural person…does not include a fertilized egg, embryo, or 
fetus.”32 This addition to the previously held definition is not only inconsistent with Congressional intent 
and federal law, but it would also create confusion and tension for state laws that define “person” to 
include the unborn.  

In 2019, HHS, under the Trump administration, enforced HIPAA against a Florida medical center 
for failing to provide a mother timely access to prenatal health records for her unborn child.33 The 
Proposed Rule, in contrast, will directly exclude unborn children from HIPAA protections. The 
Resolution Agreement, in the 2019 case, by treating the unborn as any other human person under HIPAA, 
established a precedent of including the unborn in the law’s protections.34 The Department is now 
bypassing this standard without regard to this previous action by the same Department. The Department’s 
justification for this redefinition of “person” is not only unsubstantiated by law but is also a reversal of 
the 2019 HHS enforcement of HIPAA. Rather than taking into consideration this 2019 case, the 
Department does not mention it and instead opts to create a new definition that is discriminatory by 
defining away the rights of the unborn. 

The Department states that it is “clarifying the definition of ‘‘person’’ to reflect longstanding 
statutory language defining the term,” but the Department fails to cite any of this “longstanding 
language,” other than 1 U.S.C. § 8, and instead simply asserts that such “language” exists.35 Moreover, 1 
U.S.C. § 8 does not exclude the unborn from the definition of “person.”36 To the contrary, that statute 
clearly states that “[n]othing in this section shall be construed to affirm, deny, expand, or contract any 
legal status or legal right applicable to any member of the species homo sapiens at any point prior to 
being ‘born alive’ as defined in this section.”37 The Department also justifies its definition based on 
another law, the Social Security Act of 1935, that does not specify whether unborn human beings are 
included in the definition of “person” that “person” under HIPAA does not include the “unborn.”38 If the 
Department was creating “consistent” language in federal law such a redefinition could be admirable, but 
instead the Department is misinterpreting or misrepresenting its cited authority.  

Moreover, the Department ignores two other federal statutes that support a different definition of 
“person.” First, the Genetic Information Nondiscrimination Act of 2008 not only includes explicit 
discussion of the “fetus” and “embryo” but also specifically protects the data of unborn persons.39 
Additionally, the National Childhood Vaccine Injury Act covers the unborn person independently for 
vaccine injuries due to maternal vaccination.40 These two examples, among others, demonstrates that 
Congress does consider the interests of unborn human beings when it uses the term “person” in the health 
care context. The better reading of HIPAA is that the law looks out for the interests of the unborn, not 
exclude them. 

 
31 Id. at 23552. 
32 88 Fed. Reg. at 23523. 
33 OCR Settles First Case in HIPAA Right of Access Initiative, Archived HHS Content, 
https://public3.pagefreezer.com/browse/HHS.gov/31-12-
2020T08:51/https:/www.hhs.gov/about/news/2019/09/09/ocr-settles-first-case-hipaa-right-access-initiative html. 
34 Resolution Agreement, September 6, 2012, https://public3.pagefreezer.com/browse/HHS.gov/31-12-
2020T08:51/https://www.hhs.gov/sites/default/files/bayfront-st-pete-ra-cap.pdf. 
35 88 Fed. Reg. at 23522. 
36 Id. at 23523.  
37 1 U.S.C. §8(c).  
38 88 Fed. Reg. at 23523. 
39 PUBLIC LAW 110–233, 122 Stat. 885. 
40 42 USC 300aa-11. 
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Furthermore, since the Supreme Court decided Dobbs last summer, many states have passed or 
begun implanting laws that define “person” to include the unborn. One Wyoming law invokes the state’s 
constitution to define “person” to include “the life of an unborn baby.”41 Idaho law recognizes that a 
“fetus” or a “preborn child” is “an individual organism of the species Homo sapiens from fertilization 
until live birth.”42 South Dakota has de facto included the unborn as a person by signing a law that states 
an “[u]nauthorized abortion [is a] felony.”43 The same law also states that “any person who intentionally 
kills a human fetus by causing an injury to its mother, which is not authorized by chapter 34-23A, is 
guilty of a Class 4 felony.”44 Another South Dakota law also defines a “human being” as “an individual 
living member of the species of Homo sapiens, including the unborn human being during the entire 
embryonic and fetal ages from fertilization to full gestation” and defines an “abortion” as “the intentional 
termination of the life of a human being in the uterus.” 45 Texas defines “unborn child” as an “individual 
living member of the homo sapiens species from fertilization until birth, including the entire embryonic 
and fetal stages of development.”46 Finally, Arkansas defines the “unborn child” to mean “an individual 
organism of the species Homo sapiens from fertilization until live birth.”47 These are just a few examples 
of the many state laws that recognize that an unborn child is a “person,” a “human being,” or a member of 
the species “homo sapiens.”48 

Not only is the Proposed Rule’s definition of “person” inconsistent with “longstanding” federal 
laws, but the Department’s definition also conflicts with the considered judgment of at least a third of the 
states. This Proposed Rule creates profound conflicts with state and federal laws. This contrived and 
politically motivated definition of “person” lacks Congressional intent. It is, therefore, arbitrary and 
capricious for the Department to subsume the responsibilities of Congress to define “person.” HHS 
should reject this unjustified and unscientific definition of “person” for purposes of the HIPAA Privacy 
Rule. This unjust and unjustified definition should likewise not be adopted by other agencies.  

3. Reproductive Health Care  

The Proposed Rule also offers broad definitions of “health care” and “reproductive health care.” 
First, the Department defines “health care” to include “supplies purchased over the counter or furnished to 
the individual by a person that does not meet the definition of a health care provider.”49 Under the 
definition of “health care,” the Department adds in the Proposed Rule, “a subcategory” called 
“reproductive health care.”50 The Proposed Rule’s definition of “reproductive health care” includes all 
“care, services, or supplies related to the reproductive health of the individual.”51  

The Department admits that “reproductive health information is not easily defined or 
segregated.”52 Indeed, the Department’s proffered definition of “reproductive health care,” bolstered by 

 
41 Wyoming; HB0152. 
42 Idaho Code Ann. § 18-8801. 
43 S.D. Codified Laws § 22-17-5.1. 
44 Id.  
45 S.D. Codified Laws § 34-23A-1. 
46 Tex. Health & Safety Code Ann. § H-2-170.A.001. 
47 Ark. Code § 5-61-303. 
48 LA. REV. STAT. ANN. § 40:1061, Wis. Stat. Ann. § 940.04, Ky. Rev. Stat. Ann. § 311.772, Tenn. Code Ann. § 
39-15-213, Miss. Code Ann. § 41-41-45, ALA. Admin. Code § 26-23H 1-8, and W. Va. Code Ann. § 16-2R-1, to 
16-2R-7. Some of these state laws find their definition of person and the protection of the unborn from the point of 
conception in their state constitutions.  
49 88 Fed. Reg. at 23527.  
50 Id.  
51 Id.  
52 88 Fed. Reg. at 23521.  
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commentary and examples throughout the preamble, subsume a wide swath of activities that few would 
include under this category.  

The Department’s definition begins with § 160.103, which states that “reproductive health care 
includes all “care, services, or supplies related to the reproductive health of the individual.” The 
Department asserts that this definition, like its definition of “health care,” “applies broadly.”53 Though the 
Department’s focus on Dobbs shows it is primarily focused on abortion, this definition of “reproductive 
health care” would not only cover surgical and chemical abortion, it would also cover contraception, 
emergency contraception, IVF treatments, pregnancy, miscarriage, fertility treatments, and sterilizing 
treatments.  

The Proposed Rule also states that “reproductive health care” can be “related to reproductive 
organs, regardless of whether the health care is related to an individual’s pregnancy or whether the 
individual is of reproductive age.”54 This is a clear indication that the Proposed Rule would also cover  
drugs and surgeries related to “gender transition,” as puberty blockers, cross-sex hormones, and the 
removal of reproductive organs are all “health care related to reproductive organs.” Pro “gender 
transition” advocacy groups are already celebrating that the Proposed Rule would cover not just “abortion 
and reproductive health care” but also “gender affirmation.”55  

The Department also says that “reproductive health care” includes “supplies furnished by other 
persons and non-prescription supplies purchased in connection with an individual’s reproductive 
health.”56 The decision to include non-prescription items as “health care” paves the way for future 
regulations that would allow non-health care providers to distribute abortion-inducing drugs and other 
drugs such as puberty blockers, which as shown below qualify under the Department’s expansive 
definition of “reproductive health care.” Lowering health care standards and encouraging “self-managed” 
abortions57 puts the Department’s progressive political agenda ahead of what should be the Department’s 
focus: protecting the health of women and children.  

4. Seeking, Obtaining, Providing, or Facilitating 

As if its definition of “reproductive health care” was not broad enough on its own, the proposed 
additions to the Privacy Rule would also extend to the “seeking, obtaining, providing, or facilitating” of 
reproductive health care.58 Section 164.502(a)(5)(iii)(B) defines “seeking, obtaining, providing, or 
facilitating” as including, but not limited to, any of the following:  

expressing interest in, inducing, using, performing, furnishing, paying for, disseminating 
information about, arranging, insuring, assisting, or otherwise taking action to engage in 
reproductive health care; or attempting any of the same.  

Put together, these provisions offer fifteen verbs to extend the reach of its protections for “reproductive 
health care”-related PHI. Each of these terms has a broad range of meanings, and it is beyond the scope of 
this public policy to explore them all. But perhaps one of the most problematic terms is “inducing,” which 
means to “succeed in persuading or influencing (someone) to do something.” As such, the Proposed Rule 

 
53 Id.  
54 88 Fed. Reg. at 23527.  
55 Comment from American Academy of Family Physicians, HHS-OCR-2023-0006, HHS-OCR-2023-0006-0001, 
2023-07517,  https://www.regulations.gov/comment/HHS-OCR-2023-0006-0062. 
56 Id. 
57 88 Fed. Reg. at 23519 and 21. 
58 § 164.502(a)(5)(iii)(A).  
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would prohibit covered entities from complying with subpoenas seeking information on whether someone 
was coerced into getting an abortion, which is a crime in most (if not all) states.  

B. These critical terms are qualified by words and phrases that are not defined at all. 

Unfortunately, it gets even worse. The Proposed Rule would not only force covered entities to 
wrestle with these poorly defined terms: the Proposed Rule also qualifies these terms with words and 
phrases that are themselves not defined and susceptible to a wide range of interpretations.  

Under the Proposed Rule, covered entities would have to make judgment calls about the 
following issues:  

• When is a “use[] and disclosures” of PHI “for [a] criminal, civil, or administrative 
investigation”? (§ 160.103) 

• When is a “report of abuse, neglect, or domestic violence [] based primarily on the provision 
of reproductive health care”? (§ 164.512(c)(3)) 

• When is PHI “potentially related to reproductive health care”? (§164.509(a))  
• When is a request for PHI “in connection with a criminal, civil, or administrative 

investigation”? (§ 160.103) 
• When is a request for PHI “in connection with obtaining, providing, or facilitating 

reproductive health care”? (§ 160.103) 
• When is a request for PHI “in connection with seeking, obtaining, providing, or facilitating 

reproductive health care”? (§ 164.502(a)(5)(iii)(A)) 
• When is a request for PHI “in connection with any person seeking, obtaining, providing, or 

facilitating reproductive health care” § 164.502(a)(5)(iii) (C) 
• What is the legal difference between these three nearly-identical phrases?  
• “in connection with obtaining, providing, or facilitating reproductive health care;”  
• “in connection with seeking, obtaining, providing, or facilitating reproductive health care;” 

and  
• “in connection with any person seeking, obtaining, providing, or facilitating reproductive 

health care.” 
• When is a use or disclosure of PHI “primarily for the purpose of investigating or imposing 

liability on any person”? (§ 164.502(a)(5)(iii)(D)) 
• When is an investigation or legal action “for the mere act of seeking, obtaining, providing, or 

facilitating reproductive health care”? (§ 164.502(a)(5)(iii)(D)) 
• When is a use or disclosure of  PHI “primarily for the purpose of investigating or imposing 

liability on any person”? (§ 164.502(a)(5)(iii)(D)) 
 
It would be impossible for a covered entity to understand its new obligations under this Proposed Rule 
without understanding these phrases: “for,” “based primarily on,” “potentially related to,” “in 
connection with,” “mere act” and “primarily for.” And yet, none the Proposed Rule defines any of these 
critical terms.   

III. The Proposed Rule complicated covered entities’ decision-making process under the 
Privacy Rule.   

The poorly defined terms and criteria described above are only part of the changes the Proposed 
Rule would introduce into the Privacy Rule. New substantive provisions, together with these new terms 
and criteria, create a new decision-tree for covered entities that is far more complicated and ill-defined 
than the process health care entities are accustomed to. The following is our effort to set out the questions 
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that covered entities would, under the Proposed Rule, have to ask and answer each time they are 
presented with a potential use or disclosure of PHI.  

A. The Proposed Rule would make it harder for a covered entity to determine whether 
a proposed use or disclosure of PHI is permitted under the Privacy Rule.  

HIPAA’s Privacy Rule starts with the default rule that it is illegal for covered entities to use or 
disclose PHI except as permitted by § 164.502 or by 45 CFR Subpart C, which deals with HHS 
compliance and investigations.59 Presently, a covered entity must determine if a potential use or 
disclosure falls under one of the categories set out in § 164.502(a)(1) or incorporated into that list by 
reference, especially § 164.512.  

The Proposed Rule would make three important changes to § 164.512. First, the entire section is 
now subject to the new Reproductive Health Care Rule at § 164.502(a)(5)(iii), which is addressed 
separately below. Second, some but not all provisions in § 164.512 are subject to the new Attestation 
Requirement, § 164.509, which is also addressed below.  

Third, the Proposed Rule would add a new Rule of Construction that only applies to § 164.512(c), 
which covers disclosures about non-child victims of abuse, neglect, or domestic violence. Though the first 
change to § 164.512 states that all of this section is now subject to the new Reproductive Health Care 
Rule, this third change says that nothing in § 164.512(c) permits disclosures prohibited by the 
Reproductive Health Care Rule “when the report . . . is based primarily on the provision of reproductive 
health care.” As noted above, these terms will cause confusion. But seemingly irreconcilable additions to 
§ 164.512 will doubtless leave covered entities befuddled:  

• If all of “the situations covered by” § 164.512 are now subject to the Reproductive Health 
Care Rule, what is the point of the Rule of Construction, which says that some of the 
situations covered § 164.512(c) are subject to the Reproductive Health Care Rule? 
 

• How should a covered entity determine whether a “report of abuse, neglect, or domestic 
violence” is “based primarily on the provision of reproductive health care,” the standard set 
out in the Rule of Construction in § 164.512(c)?  

 
• Given that the Proposed Rule defines “reproductive health care” to include “care . . . related 

to the reproductive health of the individual,”60 and given that the definition of “care” includes 
“regard coming from desire or esteem,”61 is not all sexual abuse “based primarily on the 
provision of reproductive health care”?  

 
• If a covered entity decides that a “report of abuse, neglect, or domestic violence” is not 

“based primarily on the provision of reproductive health care,” the standard set out in the 
Rule of Construction in § 164.512(c), is it possible that disclosure could still be “for a[n] 
investigation into . . . a person in connection with seeking, obtaining, providing, or 
facilitating reproductive health care,” the standard set out in § 164.502(a)(5)(iii)(A)(1)?62 If 
so, what is the difference between these two standards?  

 

 
59 45 CFR § 164.502(a).  
60 § 160.103. 
61 Care, Merriam-Webster, https://www merriam-webster.com/dictionary/care.  
62 The Surplusage Canon (verba cum effectu sunt accipienda) would seem to necessitate this possibility.  
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• If a covered entity decides that a “report of abuse, neglect, or domestic violence” is not 
“based primarily on the provision of reproductive health care,” the standard set out in the 
Rule of Construction in § 164.512(c), is it possible that disclosure could still be “for a[n] 
investigation into . . . a person in connection with seeking, obtaining, providing, or 
facilitating reproductive health care,” the standard set out in § 164.502(a)(5)(iii)(A)(1)?63 If 
so, what is the difference between these two standards? 

 
• If a covered entity decides that a “report of abuse, neglect, or domestic violence” is not 

“based primarily on the provision of reproductive health care,” the standard set out in the 
Rule of Construction in § 164.512(c), is it possible that disclosure could still be “primarily for 
the purpose of investigating or imposing liability on any person for the mere act of seeking, 
obtaining, providing, or facilitating reproductive health care,” the standard set out in 
§ 164.502(a)(5)(iii)(D)? 64 If so, what is the difference between these two standards?  

 
Contrary to HHS’s representation, these proposed changes to the Privacy Rule would not give 

covered entities “further clarification”65 on how to determine whether a proposed use or disclosure of PHI 
is permitted under 45 CFR § 164.512. 

B. The proposed Attestation Requirement would make it more dangerous and 
complicated for law enforcement to request PHI, and more dangerous and 
complicated for covered entities to respond to such requests.  

The proposed Attestation Requirement, §264.509, likewise will make it more complicated for law 
enforcement entities to pursue and for covered entities to cooperate with critical public health priorities 
related to sexual crimes. Law enforcement would have to balance important interests related to keeping 
activities confidential with new obligations to explain themselves to covered entities. Covered entities 
will have to make difficult assessments about whether proffered attestations meet the vague standards of 
the proposed Reproductive Health Care Rule. Covered entities will also have to weigh the risks of being 
held in contempt of court for refusing a valid subpoena against the risks of HHS bringing an enforcement 
action for complying with the valid subpoena.  

Suppose a prosecutor presents a hospital with a subpoena seeking PHI related to an alleged crime. 
Presuming that the subpoena is clearly for a judicial and administrative proceeding (§ 164.512(e)) or for 
law-enforcement purposes (§ 164.512(f)), the hospital will have to determine whether the PHI sought is 
“potentially related to reproductive health care.” If the hospital thinks the PHI sought qualifies—or, more 
to the point if the covered entity is afraid that HHS might declare that the PHI qualifies—the hospital will 
have to refuse to comply with the court order unless the prosecutor supplies an attestation. If the 
prosecutor refuses to do so—because she determines that the subpoena does not seek information 
“potentially related to reproductive health care,” or else because she finds the attestation requirement 
unlawful or unnecessary for other reasons—the hospital will have to choose between defying a court 
order and risking a HIPAA violation.  

If the prosecutor agrees to provide an attestation, the prosecutor will then have to determine what 
constitutes a “valid” attestation, a task that begins with attempting to interpret the Reproductive Health 
Care Rule. Because that Rule is so complicated and ill-defined, it is difficult to understand how a 

 
63 Ibid.   
64 Ibid.   
65 88 Fed. Reg. at 23509. 
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prosecutor could explain why she believed she had complied with the Reproductive Health Care Rule 
while still adhering to the Attestation Requirement’s “plain language” requirement.  

Once the attestation is provided, the pressure is then on the hospital to determine whether the 
attestation is “valid.” If not, it would be illegal for the hospital to comply. To determine validity, the 
hospital must ask and answer the following questions:  

• Does the attestation verify that the use or disclosure of PHI is not “otherwise” prohibited by 
the Reproductive Health Care Rule? (§164.509(b)(1)(ii)) 
 

• Does the attestation separately include a “clear statement that the use or disclosure is not for a 
purpose prohibited under” the Reproductive Health Care Rule? (§164.509(c)(1)(iv)) 

 
• Does the attestation identify the information requested in a specific fashion? 

(§164.509(c)(1)(ii)) 
 

• Does the attestation identify the name of the person whose PHI is sought? 
(§164.509(c)(1)(i)(A)) 
• If not, would it have been “practicable” for the attestation to do so? 

(§164.509(c)(1)(i)(A)) 
• If it was “not practicable” for the attestation to do so, does the attestation include “a 

description of the class of individuals whose [PHI] is sought”? (§164.509(c)(1)(i)(B)) 
 

• Does the attestation include the “name” of the “person(s)” “or class of persons” “who are 
requested to make the use or disclosure”? (§164.509(c)(1)(ii)) 
• If not, does it include “other specific information” regarding the person or persons “who 

are requested to make the use or disclosure”? (§164.509(c)(1)(ii)) 
 

• Does the attestation include the “name” of the “person(s)” “or class of persons” “to whom the 
covered entity is to make the requested use or disclosure”? (§164.509(c)(1)(iii)) 
• If not, does it include “other specific information” regarding the person or persons “to 

whom the covered entity is to make the requested use or disclosure”? 
(§164.509(c)(1)(iii)) 
 

• Is the attestation signed by the person requesting the PHI? (§164.509(c)(1)(v)) 
• If not, is it signed by a representative of the person requesting the information? 

(§164.509(c)(1)(v)) 
• If it is signed by a representative, does the attestation also include a “description of such 

representative’s authority to act for the person”? (§164.509(c)(1)(v)) 
 

If the covered entity answers no to any of these questions, it must reject the attestation and ask the 
prosecutor to try again. If the prosecutor refuses, the hospital must again choose between defying a court 
order and defying HHS.  

But even if the hospital deems the attestation valid so far, it must still continue to make a number 
of more nuanced and complicated judgments about the attestation.  

• Does the attestation contain any “element or statement” that is “not required by 
[§ 164.509(c)]”? (§ 164.509(b)(2)(ii)) 
• If so, the attestation is invalid, and it would be illegal for the hospital to comply.  
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Note that while § 164.509(b)(1)(ii) renders an attestation invalid if it contains any “element or statement” 
that is “not required by [§ 164.509(c)],” not every element that must be included in a valid attestation is 
found in § 164.509(c). For example, § 164.509(b)(1)(ii) states that a valid attestation must verify that “the 
use or disclosure is not otherwise prohibited by” the Reproductive Health Care Rule. As such, it seems 
impossible for a covered entity to determine that an attestation complies with both § 164.509(b)(1)(ii) 
and 164.509(b)(2)(ii). If this reading is correct, then the Proposed Rule would make it illegal under 
HIPAA for a covered entity to ever comply with a subpoena that requests “protected health information 
potentially related to reproductive health care.”  

 Is the attestation “combined with any other document”? (§ 164.509(b)(3)) 

• If so, the attestation is invalid, and it would be illegal for the hospital to comply.  
 

• Does the covered entity have “actual knowledge that material information in the attestation is 
false”? (§ 164.509(b)(2)(iv)) 
• If so, the attestation is invalid, and it would be illegal for the hospital to comply.  

 
It is unclear from the Proposed Rule what sort of due diligence a hospital must undertake to determine 
whether the corporation has “actual knowledge” of this nature?  

• Is the attestation “written in plain language”? (§ 164.509(c)(2)) 
• If not, the attestation is invalid, and it would be illegal for the hospital to comply. 

 
Given the complexity of the proposed Attestation Rule and given the prolix manner in which the 
proposed § 164.509 is written, it is difficult to imagine that a document could answer all of these 
complicated and poorly-worded questions and still be written in plain language.  

Again, if the covered entity determines that the attestation is deficient by any of these measures, it 
must reject the attestation and ask the prosecutor to try again. If the prosecutor refuses, the hospital must 
again choose between defying a court order and defying HHS.  

But even now, the covered entity is still not in the clear. Section 164.509 also creates ongoing 
obligations that adhere “during the course of using or disclosing protected health information in 
reasonable reliance on a facially valid attestation.” The hospital must continue to ask itself the following 
questions:  

• Has the covered entity “discover[ed] information reasonably showing that representations in 
the attestation were materially false”? (§ 164.509(d)) 
 

Note that this is a lower bar than what § 164.509 requires for a covered entity’s initial determination that 
an attestation is valid. Under § 164.509(2)(iv), a covered entity would have to have “actual knowledge” 
that “material information in the attestation is false.” Otherwise, the attestation is valid. But once the 
covered entity determines that an attestation is valid and starts complying with a subpoena, § 164.509(d) 
states that the entity “must cease” if it has: (1) “information reasonably showing” (a lower threshold than 
the “actual knowledge” standard in § 164.509(2)(iv)) that (2) any representation in the attestation (q lower 
threshold than the “material information in the attestation” standard in § 164.509(2)(iv))) is false.  
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Yet, in another regard, § 164.509(d) sets a higher bar than § 164.509. A covered entity must 
initially determine whether a representation is “false,” but later must judge whether a representation is 
“materially false.”66  

• If the covered entity has discovered “information” that is “materially false,” is that 
information “leading to uses or disclosures for a prohibited purpose”? (§ 164.509(d)) 
• If the covered entity says yes to both questions, “the covered entity must cease such use 

or disclosure.” (§ 164.509(d)) An affirmative answer to one or the other would not appear 
to authorize a covered entity to ignore a subpoena.  

 
These differing standards create a dizzying array of complicated scenarios for covered entities to 

navigate. For example, what is a covered entity to do if, while it is evaluating an attestation, it determines 
it does not have “actual knowledge” that “material information” in the attestation is “false,” but it does 
have “information reasonably showing” that a non-material representation in the attestation is “materially 
false”? It would appear that the hospital would be in contempt of court if it refused to accept the 
attestation, but then would be violating HIPAA if it complied with the subpoena. How does HHS expect 
covered entities to proceed in such situations? 

C. Even if a proposed use or disclosure is permitted under § 164.502 and satisfies the 
Attestation Rule (if applicable), a covered entity must still judge the proposed use or 
disclosure under the new Reproductive Health Care Rule.  

We now come to the most important and complex part of the Proposed Rule, the Reproductive 
Health Care Rule, located in § 164.502(a)(5)(iii). The Proposed Rule makes clear in several places that 
this provision is a super regulation that would override all other aspects of the HIPAA Privacy Rule that 
might authorize the release of PHI. For example, the Proposed Rule would add new language to the front 
of § 164.512 to clarify that uses permitted there are still prohibited when they conflict with the new 
Reproductive Health Care Rule. The Reproductive Health Care Rule also makes this unmistakably clear: 
“a covered entity or business may not use or disclose protected health information” when 
§ 164.502(a)(5)(iii) applies. It is, therefore, crucial that covered entities are able to comprehend what this 
proposed Rule entails and what it demands of them.  

1. Is the proposed disclosure “for a criminal, civil, or administrative 
investigation into or a proceeding against any person”?  

The Reproductive Health Care Rule has several parts, and there is no obvious way for a covered 
entity to navigate its requirements. But it may be simplest, to begin with the general prohibition found in 
§ 164.502(a)(5)(iii)(A). This provision may itself be divided into two inquiries. First, a covered entity 
must determine whether a proposed use or disclosure of PHI is “for a criminal, civil, or administrative 
investigation into or proceeding against any person.”67 This inquiry is also satisfied if the covered entity 
discerns that the proposed use or disclosure is “for the purpose of initiating” such an investigation or 
proceeding.”68 If no, the Reproductive Health Care Rule does not apply. But if the covered entity finds 
this is the case, it must proceed to the next inquiry.  

 
66 To determine whether a statement is “false,” one must simply uncover whether it was untrue when made. But to 
judge a statement “materially false,” one must additionally conclude that the statements “has a natural tendency to 
influence, or [is] capable of influencing, the decision of the decision making body to which it was addressed.” Neder 
v. United States, 527 U.S. 1, 16 (1999). 
67 § 164.502(a)(5)(iii)(A)(1). 
68 § 164.502(a)(5)(iii)(A)(2). 
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To understand the confusion the Proposed Rule will create, consider how it applies to a health 
care professional’s legal duty as a mandatory reporter of child abuse and neglect. HHS states that the 
Proposed Rule “permits a regulated entity to use or disclose PHI to report known or suspected child abuse 
or neglect if the report is made to a public health authority that is authorized by law to receive such 
reports.”69 It claims that the Proposed Rule would not “disrupt longstanding state or Federal child abuse 
reporting requirements that apply to regulated entities.”70 But the Department’s reassurances cannot alter 
the plaining meaning of the proposed regulatory text.  

When a health care professional determines that she has a reasonable basis to conclude that a 
child has been sexually abused, the report she makes to the designated public official is made “for the 
purpose of initiating” “a criminal, civil, or administrative investigation into or proceeding against [a] 
person.” The preamble reassures covered entities that their health care professionals may continue to 
fulfill their duties as mandatory reporters, but the proposed regulatory text appears to state otherwise.  

2. Would the anticipated investigation or proceeding be “in connection with 
seeking, obtaining, providing, or facilitating reproductive health care?” 

The second inquiry under § 164.502(a)(5)(iii)(A) requires a covered entity to determine whether 
the investigation or proceeding in question would be “in connection with seeking obtaining, providing, or 
facilitating reproductive health care.” As explained above, there are three parts to this standard. The 
Proposed Rule offers expansive and non-exhaustive definitions of “reproductive health care” and 
“seeking, obtaining, providing, or facilitating.” The third part of this quote, “in connection with,” is not 
defined at all. And the preamble asserts that these phrases, individually and collectively, cover a huge 
swath of human activity.  

The Proposed Rule would put covered entities to the daunting task of having to decide when these 
criteria are triggered. Some of the difficult questions covered entities will have to ask themselves would 
include the following:  

• Would the anticipated investigation or proceeding involve, at some level, what the Proposed 
Rule defines as “reproductive health care”?  
 

• If so, would the anticipated investigation or proceeding be about someone “seeking, 
obtaining, providing, or facilitating” reproductive health care?  
 

• If not, would the anticipated investigation or proceeding be “in connection with” someone 
seeking, providing, or facilitating” reproductive health care?  

 

 
69 88 Fed. Reg. at 23526. The Proposed Rule’s allowances for child abuse reporting are much more limited than it 
first appears. First, HHS states that this permission is limited “to the minimum necessary to make the report.” 88 
Fed. Reg. at 23526. It is unclear what standards the Department will use in deciding whether a reporter has crossed 
this “minimum necessary” threshold. Second, this permission “does not include permission for the covered entity to 
respond to a request for PHI for a criminal, civil, or administrative investigation into or proceeding against a person 
based on suspected child abuse.” Id. “Any disclosure of PHI in response to a request from an investigator, whether 
in follow up to the report made by the covered entity (other than to clarify the PHI provided in the report) or as part 
of an investigation initiated based on an allegation or report made by a person other than the covered entity would be 
required to meet the conditions of disclosures to law enforcement or for other investigations or legal proceedings.” 
Id.  
70 88 Fed. Reg. at 23527. 
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If the covered entity determines that the proposed use or disclosure would not be related to a government 
action “in connection with” any of the wide range of activities indicated above, the Reproductive Health 
Care Rule would not apply. Otherwise, the covered entity must continue on to the next inquiry.  

Consider again how this part of the Reproductive Health Care Rule would apply to a health care 
professional’s legal duty as a mandatory reporter of child abuse and neglect. As described above, a report 
about suspected child abuse is made “for the purpose of investigating or imposing liability on” the 
suspected abuser. Now the covered entity must decide whether the anticipated investigation the 
mandatory report will trigger would be “in connection with seeking, obtaining, providing, or facilitating 
reproductive health care.” Given the broad and unbounded definition in the Proposed Rule, a covered 
entity could reasonably conclude (or fear) that a report about suspected child sexual abuse or a report 
about a suspected coerced abortion would qualify.  

3. Was the reproductive health care activity in question “lawful” where it was 
sought, obtained, provided, or facilitated?  

The Rule of Applicability in § 164.502(a)(5)(iii)(C) requires the covered entity to determine 
whether the reproductive health care activity in question was legal where it was sought, obtained, 
provided, or facilitated. The Rule of Applicability provides three scenarios to illustrate its application, 
covering multistate investigations, single-state investigations, and investigations into “care” protected by 
(HHS’s interpretation of) federal law.  

The Department states that the Rule of Applicability “would limit the new prohibition to certain 
categories of instances in which the state lacks any substantial interest in seeking the disclosure.”71 But it 
is far from clear that the Department has achieved this goal by making it illegal for a covered entity to use 
or disclose PHI “in connection with” “reproductive health care” that is “lawful.”  

As noted already, there are a myriad of complexities and ambiguities within the proposed 
Reproductive Health Care Rule. But the Rule of Applicability now adds another with the term “lawful.” 
This term is not defined, so covered entities would have to look to the preamble for clues as to how this 
term will be interpreted and enforced.  

The first difficulty is attempting to discern whether “lawful” applies to a drug or procedure in 
general or under particular circumstances. The preamble does not clearly say one way or the other. In 
some places, HHS seems to be focused on whether a procedure (such as an abortion) is categorically 
prohibited, at least under certain circumstances (for example, whether the medical professional has a 
good-faith belief that the unborn human being is at more than twelve weeks gestation).  

In other places, the Department seems to anticipate a more granular inquiry. For example, HHS 
states that the Proposed Rule would address situations where law enforcement seeks PHI to determine 
whether or not a prescription is used “for purposes that are permissible under state law.”72 This would 
require a covered entity to make a judgment about the intentions of the relevant law enforcement officer 
or agency, the intentions of the person seeking the prescription, the intentions of the health care 
professional, or perhaps all of the above.  

These are complicated, subjective determinations requiring expertise and judgment calls that are 
more in the purview of lawyers than health care professionals. Covered entities will also have to consider 
their potentially conflicting legal obligations under state law and federal regulations.  

 
71 88 Fed. Reg. at 23522.  
72 88 Fed. Reg. at 23520.  
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If the covered entity determines that any of the reproductive health care activities in question 
were not legal, the Reproductive Health Care Rule does not apply. But if the activities in question were 
legal, the covered entity must then move on to the Reproductive Health Care Rule’s Rule of Construction.  

4. Would the proposed use or disclosure be “primarily” for the purpose of 
investigating or imposing liability on any person for “the mere act” of 
seeking, obtaining, providing, or facilitating reproductive health care”? 

The final part of the Reproductive Health Care Rule is the Rule of Construction 
(§ 164.502(a)(5)(iii)(D)). This inquiry attempts to narrow the Reproductive Health Care Rule by 
introducing two new terms: “primarily” and “mere act.”  

Unfortunately, the Proposed Rule does not define either “primarily” or “mere act,” and it does not 
provide examples that would be sufficient to help covered entities understand what they are supposed to 
do or how they are supposed to apply these new phrases.  

If the covered entity finds that the proposed use would not be “primarily for the purpose of 
investigating or imposing liability” for a “mere act” related to reproductive health care, the Reproductive 
Health Care Rule does not apply. But if the covered entity answers this question in the affirmative, the 
Reproductive Health Care Rule prohibits any disclosure that is otherwise permitted under the HIPAA 
Privacy Rule.   

IV. In light of the above, the Proposed Rule would likely intimidate covered entities into 
refusing to comply with longstanding professional and legal obligations to use or disclose 
PHI.  

The Department has failed to show that the Supreme Court’s Dobbs decision has created 
“confusion” that justifies the Proposed Rule. But whatever confusion there might be about how Dobbs 
and related legal developments have changed covered entities’ obligations under HIPAA, the Proposed 
Rule would make things much worse by introducing new counter-intuitive and difficult terms, by 
qualifying these terms in ways that make them almost impossible to understand and apply, and by adding 
considerable complexity to the decision-making process health covered entities must undergo before 
complying with court orders.  

In this final section, we offer three additional reasons why we are concerned that the Proposed 
Rule would have the practical effect of intimidating covered entities into refusing to comply with their 
longstanding professional and legal obligations to use or disclose PHI. Given the administration’s aggress 
position on abortion and other hotly-debated issues related to “reproductive health care;” given the 
administration’s broad authority to develop, interpret, enforce, and adjudicate matters related to the 
HIPAA Privacy Rule; and given the serious criminal, civil, and professional consequences that can follow 
from an HHS determination that the Privacy Rule has been violated, the public should be seriously 
concerned that the Proposed Rule will chill covered entities from complying with their moral and legal 
obligations to help protect vulnerable children and adults.  

A. Health care professionals would be aware that the administration rejects Dobbs and 
has been a zealous advocate for radical procedures.  

First, health care professionals would have to take into account that this Proposed Rule has been 
developed by an administration and under the authority of an HHS Secretary that have been outspoken 
about their opposition to Dobbs and that have a history of taking aggressive legal positions in the service 
of their pro-abortion and pro-gender-transition agendas.  
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The Proposed Rule makes the Department’s hostility and intention plain. For example, it states 
that the Proposed Rule is designed to frustrate state efforts to seek PHI for what it calls “punitive non-
health purposes.”73 The Proposed Rule also seeks to thwart law enforcement efforts to “request PHI from 
regulated entities for use against individuals.”74 To explain what sorts of uses it has in mind, HHS cites a 
report from a “reproductive justice” group that laments that states are using reports from “designated 
mandatory reporters” and “police recovery of fetal remains” to enforce laws against second and third 
trimester “self-managed” chemical abortions.  75 

However, as the Supreme Court affirmed in Dobbs, states have legitimate interests in protecting 
unborn human life and preventing the pain that unborn humans experience in abortions. The 
administration also issued statements in the wake of Dobbs that make its positions and its policy 
objectives clear.76  

The administration is, of course, entitled to advocate for its policy objectives, but it is 
inappropriate for the Department to use the Privacy Rule to undermine states’ rights, especially as 
Congress has not asserted a compelling interest in protecting access to abortion.  

B. The administration’s policy preferences are especially relevant given that HHS 
performs legislative, executive, and judicial functions related to the Privacy Rule.  

The administration’s policy preferences would not be so critical were the Proposed Rule not so 
vague and complicated, and if HHS did not have such an incredible and unchecked range of powers 
related to its development and implantation. As noted in the Proposed Rule, the HHS Secretary has 
granted the Office of Civil Rights (“OCR”) authority to “make decisions regarding the[] implementation, 
interpretation, and enforcement” of the HIPAA Privacy Rule.77  

The following chart, developed by HHS’s OCR, demonstrates the Department’s and more 
broadly the executive branch’s authority related to the HIPAA Privacy Rule:78 

 
73 88 Fed. Reg. at 23516.  
74 88 Fed. Reg. at 23519. 
75 Laura Huss, Farah Diaz-Tello, Colleen Samari, “Self-Care, Criminalized: August 2022 Preliminary Findings,” at 
2-3, https://www.ifwhenhow.org/resources/self-care-criminalized-preliminary-findings/ (cited at 88 Fed. Reg. at 
23520 n.178).  
76 See Rachel Morrison, The Biden Administration’s Post-Dobbs, Post-Roe Response, Federalist Society, July 13, 
2022, https://fedsoc.org/commentary/fedsoc-blog/the-biden-administration-s-post-dobbs-post-roe-response.  
77 88 Fed. Reg. at 23514 (citing various executive actions).  
78 Enforcement Process, https://www.hhs.gov/hipaa/for-professionals/compliance-enforcement/enforcement-
process/index.html. 
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Sincerely, 
 

Eric Kniffin, J.D. 
Fellow 
HHS Accountability Project 
Ethics & Public Policy Center 
 
Natalie Dodson 
Policy Analyst 
HHS Accountability Project 
Ethics & Public Policy Center 
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EXHIBIT A 
Declaration of Kelley Groover, Senior Assistant Attorney General and Managing 

Attorney for the Consumer Protection Division in the Officer of the Tennessee Attorney General 
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EXHIBIT E 
Declaration of Larry Johnson, Jr., Director of the Department of Inspections, 

Appeals, and Licensing for the State of Iowa
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IN THE UNITED STATES DISTRICT COURT  
FOR THE EASTERN DISTRICT OF TENNESSEEE   

KNOXVILLE DIVISION 

 

STATES OF TENNESSEE, ALABAMA, 
ARKANSAS, GEORGIA, IDAHO, INDIANA, 
IOWA, LOUISIANA, MONTANA, 
NEBRASKA, NORTH DAKOTA, OHIO, 
SOUTH CAROLINA, SOUTH DAKOTA, and 
WEST VIRGINIA, 
   

  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  )  
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  

 
 

 

  

Plaintiffs,  
        Civil Action No. 25-cv-00025 

v.  
      
  
   

 
U.S. DEPARTMENT OF HEALTH AND 
HUMAN SERVICES; XAVIER BECERRA, in 
his official capacity as Secretary of Health and 
Human Services; and U.S. DEPARTMENT OF 
HEALTH AND HUMAN SERVICES OFFICE 
OF CIVIL RIGHTS, 
 

Defendants. 
 
 
 
 

 

DECLARATION OF LARRY JOHNSON, JR. 

 Pursuant to 28 U.S.C. § 1746, I, Larry Johnson, Jr., duly affirm under penalty of perjury as 

follows: 

1. I am over 18 years of age, have personal knowledge of the matters set forth herein, 

and am competent to make this declaration. 

2. I serve as the Director of the Department of Inspections, Appeals, and Licensing 

(“DIAL”) for the state of Iowa.  DIAL is a multifaceted regulatory agency charged with protecting 

the health, safety, and welfare of Iowans.  Iowa Code § 10A.103 (2024).   

3. DIAL is responsible for, among other duties, inspecting and licensing or certifying 

healthcare professionals and entities. In support of this portion of its responsibilities, DIAL’s 

Professional Licensing Division and the licensing boards under its administrative authority license 
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health-related professionals and perform licensee investigations, licensee disciplinary proceedings, 

and provide oversight of professional health programs. DIAL is further responsible for the 

inspection, certification, and licensing of various healthcare entities in the state of Iowa.  In support 

of this portion of its responsibilities, DIAL’s Health & Safety Division routinely inspects 

healthcare and investigate potential statutory or regulatory violations, including those resulting in 

patient harm.  Healthcare entities regulated by DIAL include adult day services; ambulatory 

surgical centers; assisted living programs; dialysis facilities (“ERSD”); elder group homes; home 

health agencies; hospices; hospitals; intermediate care facilities for individuals with intellectual 

disabilities; intermediate care facilities for persons with mental illness; nursing facilities and 

skilled nursing facilities; and residential care facilities. 

4. Both DIAL’s health professions and health facilities inspectors protect Iowans’ 

health and safety in our largely rural state where access to healthcare is critical.  Having a limited 

number of healthcare providers and facilities for our rural populations means the state plays a vital 

role in making sure Iowans are safe at their most vulnerable. 

5. In the DIAL Professional Licensing Division, health professions investigators 

regularly draft and serve investigative subpoenas requesting patient health records or other 

materials.    

6. Those subpoenas issued by the investigators are frequently served upon entities 

covered under the Health Insurance Portability and Accountability Act of 1996, Pub. L. No. 104-

191, 110 Stat. 1936 (1996) (“HIPPA”), seeking protected health information (“PHI”) to investigate 

potential violations of both practitioners and entities that provide healthcare alike.  The 

investigators are authorized to make such requests under Iowa Code § 10A.402 (2024).   
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7. In the DIAL Health & Safety Division, inspectors regularly request patient health records 

as part of their on-site inspection of a facility.  The health facilities inspectors are authorized to 

make such requests under Iowa Code §§ 135B.9(1) (2024), 135C.16(3) (2024), and other pertinent 

state statutes.  DIAL’s Health & Safety Division also conducts investigations and makes such 

requests pursuant to federal authority as the state survey agency acting on behalf of the federal 

Centers for Medicare and Medicaid Services. 

8. I am aware of the Department of Health and Human Services’ HIPAA Privacy Rule 

to Support Reproductive Health Care Privacy, 89 Fed. Reg. 32,976 (Apr. 26, 2024) (“Final Rule”), 

which took effect on June 25, 2024, although compliance with the Final Rule generally was not 

required until December 23, 2024, id. at 32,976. 

9. In December 2024, DIAL health professions investigators and health facilities 

inspectors began receiving requests to execute attestation forms from covered entities in response 

to their investigative subpoenas.  To receive the information the investigators and inspectors seek, 

they have been required to sign the forms. As of the date of this filing, multiple healthcare entity 

and professional licensing investigations have been delayed while investigators await clarification 

on new rules.   

10. The new rules requirements are so indeterminate that the University of Iowa, also 

a state of Iowa entity, has required DIAL investigators and inspectors to execute attestations when 

seeking information from its health facilities and providers.  

11. Upon receipt of the first request to sign this type of an attestation, our team 

consulted with the Iowa Attorney General’s Office about this new requirement.  We were informed 

that the Office had concerns about the legality of the Final Rule and the implications of signing 

the attestation. Due to those concerns, we were advised not to sign the attestation.  
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12. On January 29, 2025, however, information being sought by the health facilities

division was so exigent, general counsel for DIAL executed the attached attestation and 

correspondence attached hereto as Exhibit A.  That is despite the risk imposed on the investigators 

due to the indeterminate nature of the Final Rule’s potential penalties. 

13. The records our Health & Safety Division inspectors are seeking are vital to

ensuring DIAL can discharge its statutory duties to conduct investigations relative to the standards 

and practices of hospitals, health care facilities, ambulatory surgical centers, and other healthcare 

entities.   

14. The records our Professional Licensing Division investigators are seeking are vital

to ensuring DIAL can discharge its statutory duties to perform licensee investigations, licensee 

disciplinary proceedings, and provide oversight of professional health programs.   

15. Thus, the Final Rule impedes DIAL’S lawful purpose and the Iowa legislature’s

mandate to protect the health and safety of Iowans by frustrating our investigative processes. 

I declare under penalty of perjury the foregoing is true and correct. 

Executed on:  _________________ 

By:  

/s/ __________________ 

Larry Johnson, Jr.  
Director 
Department of Inspections, Appeals, and Licensing 

01/31/2025
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EXHIBIT A 
Exhibit to Declaration of Larry Johnson, Jr., Director of the Department  

of Inspections, Appeals, and Licensing for the State of Iowa 
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*Auth to Release PHI*

Model Attestation Regarding a Requested Use or Disclosure of Protected Health
Information Potentially Related to Reproductive Health Care

The entire form must be completed for the attestation to be valid.

I attest that the use or disclosure of PHI that I am requesting is not for a purpose prohibited by the HIPAA Privacy Rule
at 45 CFR 164.502(a)(5)(iii) because of one of the following (check one box):

☐ The purpose of the use or disclosure of protected health information is not to investigate or impose liability
on any person for the mere act of seeking, obtaining, providing, or facilitating reproductive health care or to
identify any person for such purposes.

☐ The purpose of the use or disclosure of protected health information is to investigate or impose liability on
any person for the mere act of seeking, obtaining, providing, or facilitating reproductive health care, or to
identify any person for such purposes, but the reproductive health care at issue was not lawful under the
circumstances in which it was provided.

I understand that I may be subject to criminal penalties pursuant to 42 U.S.C. 1320d-6 if I knowingly and in violation of 
HIPAA obtain individually identifiable health information relating to an individual or disclose individually identifiable health 
information to another person.

Signature of the person requesting the PHI Date

If you have signed as a representative of the person requesting PHI, provide a description of your authority to act for that 
person.

This attestation document may be provided in electronic format, and electronically signed by the person requesting protected health information when the
electronic signature is valid under applicable Federal and state law.

REPRODUCTIVE
HEALTH RULE 
ATTESTATION 
Page 1 of 1

UP MR 063 (REV.12/24)

Name of person(s) or specific identification of the class of persons to receive the requested PHI.
e.g., name of investigator and/or agency making the request

Name or other specific identification of the person or class of persons from whom you are requesting the use or
disclosure.
e.g., name of covered entity or business associate that maintains the PHI and/or name of their workforce member
who handles requests for PHI

Description of specific PHI requested, including name(s) of individual(s), if practicable, or a description of the class
of individuals, whose protected health information you are requesting.
e.g., visit summary for [name of individual] on [date]; list of individuals who obtained [name of prescription
medication] between [date range]

Ashleigh Hackel Digitally signed by Ashleigh Hackel 
Date: 2025.01.29 11:06:08 -06'00'
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Iowa Methodist Medical Center—Records Request Addendum (1/29/25) 

 

Description of Records Requested: Complete medical record for Jeffrey Tracy, DOB 3/3/74, from January 
1, 2025 to discharge.  
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EXHIBIT J 
Declaration of Tonya Joiner, Assistant Secretary of the Office of Public 

Health within the Louisiana Department of Health 
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EXHIBIT I 
Declaration of Ashley A. Klenski, Director of the Medicaid Fraud Control Unit in the Criminal 

Law Division within the Office of the Idaho Attorney General 

Case 3:25-cv-00025-KAC-JEM     Document 26-9     Filed 02/07/25     Page 1 of 6 
PageID #: 390



Case 3:25-cv-00025-KAC-JEM     Document 26-9     Filed 02/07/25     Page 2 of 6 
PageID #: 391



Case 3:25-cv-00025-KAC-JEM     Document 26-9     Filed 02/07/25     Page 3 of 6 
PageID #: 392



Case 3:25-cv-00025-KAC-JEM     Document 26-9     Filed 02/07/25     Page 4 of 6 
PageID #: 393



Case 3:25-cv-00025-KAC-JEM     Document 26-9     Filed 02/07/25     Page 5 of 6 
PageID #: 394



Case 3:25-cv-00025-KAC-JEM     Document 26-9     Filed 02/07/25     Page 6 of 6 
PageID #: 395



 
 

EXHIBIT C  
Declaration of Kevin M. Kreutz, Deputy Attorney General for the General Litigation Division 
of the State Services and Litigation Section of the Office of the Tennessee Attorney General  
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EXHIBIT L 
Declaration of Charity Menefee, Director of the Division of Public Health for the 

Nebraska Department of Health and Human Services 

Case 3:25-cv-00025-KAC-JEM     Document 26-12     Filed 02/07/25     Page 1 of 8 
PageID #: 408



Case 3:25-cv-00025-KAC-JEM     Document 26-12     Filed 02/07/25     Page 2 of 8 
PageID #: 409



Case 3:25-cv-00025-KAC-JEM     Document 26-12     Filed 02/07/25     Page 3 of 8 
PageID #: 410



Case 3:25-cv-00025-KAC-JEM     Document 26-12     Filed 02/07/25     Page 4 of 8 
PageID #: 411



Case 3:25-cv-00025-KAC-JEM     Document 26-12     Filed 02/07/25     Page 5 of 8 
PageID #: 412



Case 3:25-cv-00025-KAC-JEM     Document 26-12     Filed 02/07/25     Page 6 of 8 
PageID #: 413



Case 3:25-cv-00025-KAC-JEM     Document 26-12     Filed 02/07/25     Page 7 of 8 
PageID #: 414



Case 3:25-cv-00025-KAC-JEM     Document 26-12     Filed 02/07/25     Page 8 of 8 
PageID #: 415



 
 

EXHIBIT O  
Declaration of Amy Osborne, Section Chief of Licensing Enforcement of the State of Indiana’s 

Office of the Attorney General  
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IN THE UNITED STATES DISTRICT COURT  
FOR THE EASTERN DISTRICT OF TENNESSEE   

KNOXVILLE DIVISION 

 

STATES OF TENNESSEE, ALBAMA, 
ARKANSAS, GEORGIA, IDAHO, INDIANA, 
IOWA, LOUISIANA, MONTANA, 
NEBRASKA, NORTH DAKOTA, OHIO, 
SOUTH CAROLINA, SOUTH DAKOTA, and 
WEST VIRGINIA, 
   

  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  )  
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  

 

Plaintiffs,  
        Civil Action No. 25-cv-00025 

v.  
      
  
   

 
U.S. DEPARTMENT OF HEALTH AND 
HUMAN SERVICES; XAVIER BECERRA, in 
his official capacity as Secretary of Health and 
Human Services; and U.S. DEPARTMENT OF 
HEALTH AND HUMAN SERVICES OFFICE 
OF CIVIL RIGHTS, 
 

Defendants. 
 
 

 

DECLARATION OF AMY OSBORNE 

 Pursuant to 28 U.S.C. § 1746, I, Amy J. Osborne, in my official capacity, duly affirm under 

penalty of perjury as follows: 

1. I am over 18 years of age, have personal knowledge of the matters set forth herein, 

and am competent to make this declaration. 

2. I serve as the Section Chief of Licensing Enforcement of the State of Indiana’s 

Office of the Attorney General. The Office of the Attorney General’s Consumer Protection 

Division (the Division) is empowered to receive, investigate, and prosecute complaints concerning 

regulated professional occupations in Indiana. Ind. Code § 25-1-7-2. Indiana law dictates that the 

Division’s authority to protect consumers is to be liberally construed and applied to promote the 

Division’s purpose and policies for protecting consumers. Ind. Code § 24-5-0.5-1. 
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3. The Division is responsible for investigating consumer complaints for 

approximately 57,642 licensees.   

4. In 2024 alone, the Division investigated approximately 1,700 consumer complaints 

related to medical, nursing, and physician assistant licenses alone.   

5. This authority includes the authority to “investigate any written complaint against 

a license” and “to subpoena witnesses and to send for and compel the production of books, records, 

papers, and documents for the furtherance of any investigation under this chapter.” Ind. Code § 25-

1-7-5(b)(4)–(5).  

6. The Division exercises that authority by subpoenaing books, records, papers, and 

documents from various health organizations including hospitals, medical service centers, and 

individual medical professionals.  

7. Because of their obligations under state and federal law, see, e.g., Ind. Code § 25-

1-7-5(b)(5); 42 C.F.R. § 489.53(a)(18), health care facilities in the past immediately complied with 

survey requirements, including by providing requested records.  

8. I am aware of the Department of Health and Human Services’ HIPAA Privacy Rule 

to Support Reproductive Health Care Privacy, 89 Fed. Reg. 32,976 (Apr. 26, 2024) (the “Final 

Rule”), which took effect on June 25, 2024, although compliance with the Final Rule generally 

was not required until December 23, 2024, id. at 32,976. 

9. The Final Rule is currently hindering several of the Division’s investigations.  

10. The Division has at least ten outstanding subpoenas against health care providers 

in Indiana, all of whom have declined to provide documents based on the Final Rule. The Division 

has filed two petitions to enforce in Indiana state court, which were removed to federal court. 
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Neither matter has yet been resolved. These petitions are filed under seal because the Division’s 

investigations are confidential, pursuant to Ind. Code § 25-1-7-10(a).  

11. Even in investigations where the Division does not have to file a petition to enforce, 

the Final Rule has still added additional steps and time to the Division’s valid investigations. 

Health care providers now require the Division to provide a patient release before they are willing 

to provide a response to any consumer complaint filed against them. Neither federal nor state law 

requires such a response. In instances where the Division has not been able to secure this release 

of information from a patient, the health care provider has refused to provide a response to the 

consumer complaint, claiming that they cannot do so without a legal requirement to do so under 

the Final Rule. Thus, the Final Rule is complicating the Division’s duty and ability to investigate 

consumer complaints against health care providers. Because of the Final Rule, the Division’s 

investigations are consuming more resources than they did before the Final Rule’s effective date. 

And the Final Rule is actively thwarting pressing investigations. For those reasons, the Final Rule 

is impacting the public health and safety of the State of Indiana because it is delaying, impeding, 

and deterring viable investigations. 

 

 

Case 3:25-cv-00025-KAC-JEM     Document 26-15     Filed 02/07/25     Page 4 of 5 
PageID #: 431



4 
 

I declare under penalty of perjury that the foregoing is true and correct to the best of my 

knowledge. Executed on this 6th day of February 2025. 

  

 

Amy J. Osborne 
Section Chief of Licensing Enforcement 
Indiana Office of the Attorney General 
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EXHIBIT F 
Declaration of Marina Spahr, Director of the Medicaid Fraud Unit 

in the Office of the North Dakota Attorney General
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EXHIBIT N  
Declaration of Jordan Stover, Assistant Commissioner, Consumer Services & Health Care 

Regulation, Indiana Department of Health, State of Indiana  
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IN THE UNITED STATES DISTRICT COURT  
FOR THE EASTERN DISTRICT OF TENNESSEEE   

KNOXVILLE DIVISION 

 

STATES OF TENNESSEE, ALBAMA, 
ARKANSAS, GEORGIA, IDAHO, INDIANA, 
IOWA, LOUISIANA, MONTANA, 
NEBRASKA, NORTH DAKOTA, OHIO, 
SOUTH CAROLINA, SOUTH DAKOTA, and 
WEST VIRGINIA, 
   

  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  )  
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  ) 
  

 

Plaintiffs,  
        Civil Action No. 25-cv-00025 

v.  
      
  
   

 
U.S. DEPARTMENT OF HEALTH AND 
HUMAN SERVICES; XAVIER BECERRA, in 
his official capacity as Secretary of Health and 
Human Services; and U.S. DEPARTMENT OF 
HEALTH AND HUMAN SERVICES OFFICE 
OF CIVIL RIGHTS, 
 

Defendants. 
 
 
 
 

 

DECLARATION OF JORDAN STOVER 

 Pursuant to 28 U.S.C. § 1746, I, Jordan Stover, duly affirm under penalty of perjury as 

follows: 

1. I am over 18 years of age, have personal knowledge of the matters set forth herein, 

and am competent to make this declaration. 

2. I serve as Assistant Commissioner, Consumer Services & Health Care Regulation, 

Indiana Department of Health, State of Indiana. IDOH’s mission is to promote, protect, and 

improve the health and safety of all Hoosiers. To that end, we investigate complaints regarding 

patient safety and facility conditions to ensure compliance with federal, see 42 C.F.R. § 482.1, et 

seq., and state standards, see Ind. Code. 16-21-1-10; 16-21-2-2; 16-21-2-13; 16-28 et seq.; 16-27 

et seq. 
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3. For example, IDOH conducts certification and compliance surveys for hospitals 

that participate in Medicare to ensure the facility maintains compliance with conditions of program 

participation and for state licensure purposes. See 42 C.F.R. § 489.53(a)(18) and IC 16-21-1-10; 

16-21-2-2; 16-21-2-13.  These surveys are often undertaken in response to a patient complaint 

regarding care or conditions at a particular facility.  IDOH must have “immediate access” to 

“provider or supplier” records and facilities “for the purpose of determining” compliance.  Id.  

Failure to grant such access could result in the Centers for Medicare and Medicaid Services 

(“CMS”) “terminat[ing]” its agreement with the provider.  Id. at § 489.53(a). 

4. In conducting surveys pursuant to state and federal law, IDOH regularly requests 

provider records that contain protected health information (“PHI”) under the Health Insurance 

Portability and Accountability Act of 1996, Pub. L. No. 104-191, 110 Stat. 1936 (1996) 

(“HIPAA”).  These requests are most often directed to the facility being surveyed, but sometimes 

it is necessary to request records from other providers along the patient-care chain to adequately 

investigate certain complaints.  For example, if a patient complains that they suffered harm after 

being transferred to a new facility, it may be necessary to compare the patient records at prior 

facilities to track the diagnoses and care the patient received. 

5. Because of their obligations under state and federal law, see, e.g.,  410 IAC § 15-

1.4-1(a)(2)(B); 410 IAC § 15-2.4-1(a)(1)(B); 410 IAC § 17-10-1(k); Ind. Code § 16-28-9-3(a)(2) 

and (b);42 C.F.R. §§ 489.53(a)(13), 489.53(a)(18), healthcare facilities in the past immediately 

complied with survey requirements, including by providing requested records.  

6. I am aware of the Department of Health and Human Services’ HIPAA Privacy Rule 

to Support Reproductive Health Care Privacy, 89 Fed. Reg. 32,976 (Apr. 26, 2024) (the “Final 
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Rule”), which took effect on June 25, 2024, although compliance with the Final Rule generally 

was not required until December 23, 2024, id. at 32,976. 

7. The Final Rule is currently hindering IDOH’s ability to conduct routine survey and 

certification work, including by delaying access to medical records during the course of facility 

surveys.  

8. For example, IDOH has been asked to complete attestations for surveys being 

completed at hospitals and for records requests to hospitals for surveys at other Medicare certified 

facilities. IDOH has spent significant time trying to clarify that the attestation requirements do not 

apply to survey and certification activities because the records are “required by law” to be 

produced under state and federal law, and HIPAA permits these disclosures. 45 CFR § 164.512(a); 

45 CFR § 164.103. Despite these communications, facilities have been resistant to produce records 

in numerous instances.  

9. IDOH has not completed those attestations because such a requirement conflicts 

with IDOH’s authority to “immediate access” to those materials as “required by law.”  42 C.F.R. 

§§ 489.53(a)(13) and (a)(18); 45 CFR § 164.512(a); 45 CFR § 164.103. 

10. IDOH sought clarification from CMS on this issue and was directed that surveyors 

are not required to sign attestations to receive records to complete survey and certification activities 

because the disclosure of these records is required by law.  

11. The stalled surveys are dangerous to the safety and well-being of Indiana residents. 

Delay in patient safety related surveys can allow dangerous behaviors to continue, especially 

during facility suveys that involve abuse, neglect, or the provision of substandard care.  
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12. In addition to impeding IDOH’s surveys, the Final Rule has imposed compliance 

costs, including needing to assess how, if possible, to comply with the rule’s attestation 

requirement.  

13. If a facility refuses to provide requested information without an attestation from 

IDOH, the potential remedies are litigation, the termination of a facility’s Medicare or Medicaid 

certification, or state licensure revocation. The latter two remedies would, in most cases, have the 

effect of closing the affected health care facility.  

14. Thus, the Final Rule is complicating IDOH’s duty and ability to investigate 

healthcare facilities for violations of state and federal laws.  Because of the Final Rule, surveys 

that IDOH is undertaking are consuming more resources than they did before the Final Rule’s 

effective date.  And the Final Rule is actively thwarting time-sensitive surveys.  For those reasons, 

the Final Rule is impacting the public health and safety of the State of Indiana because it is 

delaying, impeding, and deterring viable surveys.  

15. IDOH’s fatality review teams have also faced investigation-limiting roadblocks 

because of this rule. State and local fatality review teams are tasked with studying certain deaths 

involving infants, children, women around the time of pregnancy, and those that have died from 

suicide or overdose. Ind. Code §§16-49-3-3; 16-49-3-6; 16-49-4-4; 16-49-6-4; 16-49.5-2-6; 16-

50-1-7. Fatality review teams use the individual investigations to create statistical reports each 

year with recommendations to prevent future deaths. Ind. Code §§ 16-49-3-7; 16-49-4-11; 16-49-

6-8; 16-49.5-2-14; 16-50-1-9. State law requires certain health care providers to provide medical 

records to the fatality review teams. Ind. Code §§ 16-49-3-5; 16-49-4-5; 16-49-6-6; 16-49.5-2-8; 

16-50-1-8.  
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16. Fatality review teams perform public health surveillance activities pursuant to 45 

C.F.R. §164.512(b), which do not require an attestation pursuant to 45 C.F.R. §164.509.  

17. Facilities have asked fatality review teams to sign the attestations prior to releasing 

the records as required by law. IDOH had to create a general guidance document for facilities 

before they would provide access to the records. This has delayed access and caused confusion for 

the various fatality review teams throughout the state.  

18. Delaying access to medical records for fatality review teams interferes with their 

statutory responsibilities that could limit their ability to make recommendations that could prevent 

future deaths.  

 

I declare under the penalty of perjury that the foregoing is true and correct to the best of my 

knowledge. Executed on this 6th day of February 2025. 

 

_________________________________________ 
Jordan Stover 
Assistant Commissioner, Consumer Services & Health Care Regulation 
Indiana Department of Health 
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EXHIBIT H 
Declaration of Michael Targia, Chief of the Bureau of Internal Audits and Program Integrity 

at the South Carolina Department of Health and Human Services 

Case 3:25-cv-00025-KAC-JEM     Document 26-8     Filed 02/07/25     Page 1 of 10 
PageID #: 380



Case 3:25-cv-00025-KAC-JEM     Document 26-8     Filed 02/07/25     Page 2 of 10 
PageID #: 381



Case 3:25-cv-00025-KAC-JEM     Document 26-8     Filed 02/07/25     Page 3 of 10 
PageID #: 382



Case 3:25-cv-00025-KAC-JEM     Document 26-8     Filed 02/07/25     Page 4 of 10 
PageID #: 383



Case 3:25-cv-00025-KAC-JEM     Document 26-8     Filed 02/07/25     Page 5 of 10 
PageID #: 384



Case 3:25-cv-00025-KAC-JEM     Document 26-8     Filed 02/07/25     Page 6 of 10 
PageID #: 385



Case 3:25-cv-00025-KAC-JEM     Document 26-8     Filed 02/07/25     Page 7 of 10 
PageID #: 386



Case 3:25-cv-00025-KAC-JEM     Document 26-8     Filed 02/07/25     Page 8 of 10 
PageID #: 387



Case 3:25-cv-00025-KAC-JEM     Document 26-8     Filed 02/07/25     Page 9 of 10 
PageID #: 388



Case 3:25-cv-00025-KAC-JEM     Document 26-8     Filed 02/07/25     Page 10 of 10 
PageID #: 389



Case 3:25-cv-00025-KAC-JEM     Document 26-7     Filed 02/07/25     Page 1 of 8 
PageID #: 372



Case 3:25-cv-00025-KAC-JEM     Document 26-7     Filed 02/07/25     Page 2 of 8 
PageID #: 373



Case 3:25-cv-00025-KAC-JEM     Document 26-7     Filed 02/07/25     Page 3 of 8 
PageID #: 374



Case 3:25-cv-00025-KAC-JEM     Document 26-7     Filed 02/07/25     Page 4 of 8 
PageID #: 375



Case 3:25-cv-00025-KAC-JEM     Document 26-7     Filed 02/07/25     Page 5 of 8 
PageID #: 376



Case 3:25-cv-00025-KAC-JEM     Document 26-7     Filed 02/07/25     Page 6 of 8 
PageID #: 377



Case 3:25-cv-00025-KAC-JEM     Document 26-7     Filed 02/07/25     Page 7 of 8 
PageID #: 378



Case 3:25-cv-00025-KAC-JEM     Document 26-7     Filed 02/07/25     Page 8 of 8 
PageID #: 379



Case 3:25-cv-00025-KAC-JEM     Document 26-2     Filed 02/07/25     Page 1 of 6 
PageID #: 323



Case 3:25-cv-00025-KAC-JEM     Document 26-2     Filed 02/07/25     Page 2 of 6 
PageID #: 324



Case 3:25-cv-00025-KAC-JEM     Document 26-2     Filed 02/07/25     Page 3 of 6 
PageID #: 325



Case 3:25-cv-00025-KAC-JEM     Document 26-2     Filed 02/07/25     Page 4 of 6 
PageID #: 326



Case 3:25-cv-00025-KAC-JEM     Document 26-2     Filed 02/07/25     Page 5 of 6 
PageID #: 327



Case 3:25-cv-00025-KAC-JEM     Document 26-2     Filed 02/07/25     Page 6 of 6 
PageID #: 328


	State of Tennessee et al v. U.S. Department of Health and Human Services et al, Docket No. 3_25-cv-00025 (E.D. Tenn. Jan 17, 2025), Court Docket
	26
	Exhibit Azar Decl.
	Exhibit Dietz Decl.
	Exhibit EPPC Comment
	Exhibit Groover Decl.
	Exhibit Johnson Decl.
	Exhibit Joiner Decl.
	Exhibit Klenski Decl.
	Exhibit Kreutz Decl.
	Exhibit Menefee Decl.
	Exhibit Osborne Decl.
	IN THE UNITED STATES DISTRICT COURT  FOR THE EASTERN DISTRICT OF TENNESSEE   KNOXVILLE DIVISION

	Exhibit Spahr Decl.
	Exhibit Stover Decl.
	Exhibit Targia Decl.
	Exhibit Traxler Decl.
	Exhibit Zeigler Decl.



