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Director, Federal Bureauof Investigation
Assistant Attorney General, Crimina! Division
Assistant Attorney General, Civil Division

SUBJECT:

H. Holder, Jr.

Referral of Quality of Care Allegations Concerning
Health Care Providers

In investigating potential violations of law, the
~ Department’s criminal and civil prosecutors and investigators may
uncover indications that~health care providers are rendering
inadequate care, or harming or abusing patients. The Attorney
General has directed that "[i]nformation concerning these matters
should expgditiously be disseminated to the appropriat~ authority
so that no further harm can occur." (January i, 1997, Fraud
Abuse & Contro! Program & Guidelines, at 17.)

Our dutyto make thesereferrals is triggered when we
receive credible allegations. Whether credible allegations have
been received is a determination that will turn on the facts of
each given case, and is left to the discretion of those
supervising and handling the investigations.

The attached memorandum provides guidance on how Assistant
U.S..-Attorneys, the Department’s trial attorneys, and agents of
the Federal Bureau of Investigation should~meet.this obligation.
Specifically, the memorandum provides information and advice on:
(i) the entities and individuals to whom referrals should be
made; (2) the federal statutes that will most commonly restrict
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our ability to disclose information obtained in health care fraud
cases; and (3) the material that should be included with th~
referral, to the extent permitted by federal and state law, and any
applicable protective-orders.I

Attachments

IWhen a provider has provided inadequate care, or harmed or
abused patients, attorneys and investigators should also consider
whether the Department should prosecute the provider under the
Civil False Claims Act, the common law, or a criminal statute.



REFERRAL OF QUALITY OF CARE ALLEGATIONS
CONCERNING HEALTH CARE PROVIDERS

This memorandum sets forth guidance on how the Department’s
attorneys and investigators should meet their obligation to refer
allega~ions concerning inadequate, harmful, or abusive health
care to the appropriate authorities and to the ~ffected entities
and individuals. The Attorney General has directed that
"[information concerning these matters should expeditiously be
disseminated to the appropriate authority so that no further harm
can occur." (January I, 1997, Fraud Abuse & Control Program &
Guidelines, at 17.)

Our duty to make these referrals is triggered when we
receive credible allegations that a health care provider is
providing inadequate .care, or harming or a~using patients. Our
obligation might be triggered when we obtain:information that,
while not sufficient to open a civil or criminal investigation,
does contain credible information about inadequate care or harm
or abuse of patients. It might also arise in the course of an
on-going civil or criminal investigation, or at the conclusion of
an investigation. The decision on whether to make a referral
must be made on a case-by-case basis, recognizing our obligation
to take all practical and lawful steps to protect individual
patients against harm or abuse.~

Of course, when a provider has provided inadequate care, or
harmed or abused patients, attorneys and investigators should
also consult with the affected federal health program, and
consider whether the Department should prosecute the provider for
fraud or false claims under the civil False Claims Act, the
common law,.or a criminal statute. This memorandum does not
address the standards that should apply to that determination.

This memorandum provides information and advice on: (i) the
entities and individuals to whom referrals should be made; (ii)
the federal statutes that will most commonly restrict our ability
to disclose information obtained in health care fraud cases; and,
(iii) the material that should or may be included with the
referral, to the extent permitted by federal and state law, and
any applicable protective orders.    Any questions about the

IThe determination as to whether credible allegations concern
potential harm or abuse ultimately will turn on an exercise of
consideredjudgment-by the attorney or agent h~ing~ the matter.
Likewise, the speed.with which a referral then should be made in
light of the principles set forth in this memorandum is best left
to the careful judgment of the attorneys and agents handling these
cases since they are in the best situation to evaluate all of the
relevant circumstances.
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process should be directed to the Civil Division’s Health Care
Fraud Coordinator.

~I. To who referrals should be made.

Providers Surveyed by Medicare & Medic..aid: CQntact
HCFA Associate Regional Administrator for the Division
of Medicaid & State Operations.

Subject to the special considerations set forth below, if
we receive credible allegations concerning a quality of care
problem with.respect to a provider that is surveyed by Medicare
and Medicaid, inquiries and referrals should be directed to the
Health Care Financing Administration’s Associate Regional
Administrator for the Division of Medicaid & State Operations for
the region where the provider is found. The attached.chart
identifies the names and telephone numbers, of the individuals
currently holding this position. (Attachment.A.)

The following provider types are surveyed by Medicare &
Medicaid: hospitals, nursing homes, home health agencies,
hospices, outpatient rehabilitation facilitiesand clinics, rural
health clinics, clinica! laboratories, kidney dialysis
facilities, ambulatory surgica! centers, independently practicing
physical and occupational therapists, and psychiatric hospitals.

S o Other Facilities!Practitioners: Contact HCFA Associate
Regional Administrator for the Division of Clinical
Standards & Qua!...~ty,

Subject to the special considerations set forthbelow, if
we receive credible allegations of inadequate care that pertain
to a provider that is not surveyed by Medicare and Medicaid (such
as a physician, nurse, or other provider not listed in Paragraph
I, above), HCFA’s Associate Regional Administrator for Clinical
Standards & Quality should be contacted. The attached chart
identi~ies the names and telephone numbers of the individuals
currently holding those positions. (Attachment A.)

Where the referral concerns .a provider licensed by a state
agency, the Department attorney or ’investigator making the
referra! should also make the referral to the appropriate state
agency, using the list at Attachment B .as a guide.

C. Emergency Situations Affecting Consumers and Patients

In certain--cases-~he~e-6-~edible allegations pose t~e .........
possibility of imminent harm to consumers or patients, it may be
advisable for the Department to alert other parties as well, such
as the state Ombudsman or other representative of the state
AdminiStration on Aging, or the state Ombudsman for Mental Health
and Mental Retardation. These individuals are likely to be in a
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position to work effectively with consumers and patients to
protect them.

In addition, where there is immediate concern for the safety
of~the patient, it may be wise to alert local Adult Protective
Services. These county groups have a variety of tools to address
patient abuse and neglect, including removal of patients,
investigations, and court actions for guardianships and
conservatorships. APS will alert local law enforcement as
needed.

Depending upon the circumstances, it may also be prudent to
inform patients and their families, the provider’s customers, the
consumer protection division’ of the local AttorneY General’s
Office, the federal Food & Drug Administration, or the federal
Drug~Enforcement Agency, of the allegations.

~uu-u be taken to ensure that such notification is
provided in an expeditious fashion when@ver appropriate, subject
to the special considerations set forth below. When entities
outside the federal government are notified, the Department
should be careful to avoid stating its opinion or conclusions,
and to limit its disclosure to factual matters, such as the
nature of allegations received, or evidence obtained.         ~.

D. State Medicaid Fraud Control Unit

The State Medicaid Fraud Control Units (MFCUs) have the
specific authority and responsibility to investigate and
prosecute cases involving patient harm and neglect. When
Medicaid funds are involved, and when disclosure may be made
pursuant to the special considerations set forth below, credible
allegations should be referred promptly to the appropriate state
MFCU.

It should be noted that the MFCUs are also a valuable source
of knowledge on the state and local entities to whom we may wish
to make referrals pursuant to Paragraph C, above. They can also
provide information on the Vulnerable Adult and Elder Abuse
statutes that many states have enacted to allow confidential
reporting of patient abuse and neglect.

Providers known to be Associated with Private....Health
Plans: Contact~Private Health Plan

In the event the attorney ’or agent handling the case has
information-indicatingthatthe provider~iS-affiliated with a
private health plan or managed care organization, consistent with
the special considerations set forth below, it may be advisable
to provide any credible allegations concerning quality of care
problems to the health care fraud information exchange
coordinator at the priva%e health plan. In disclosing such
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information, great care should be taken not to provide conclusory
opinions or views -- but rather to provide purely factual
information concerning allegations we have received, or
concerning evidence we have obtained - - to protect against a
private organization taking precipitous action without adequate
cause.

mo Pattern or Practice of Violatinq Constitutional or
Federal-Statutory.Ri.qhts in Publicly-Owned or Operated
Institutions: Contact Civil Rights Division

In the event a Department attorney, or investigator receives
credible allegations that a publicly-owned or operated facility
providing residential care and treatment, such as a nursing home,
psychiatric hospital or mental retardation institution, is
repeatedly providing grossly inadequate care, subject to the
special considerations set forth below, the information should be
referred . .^.._4..expedltl~u~ to the Deputy Chief.of the Specia!
Litigation Section of the Civil Rights Division.

The Civil Rights of Institutionalized Persons Act (CRIPA),
42 U.S.C. § 1997 et seq., authorizes the Government to seek
injunctive relief when a public facility engages in a pattern or
practice of violating the constitutional or federa! statutory
rights of institutionalized persons. Examples of the types of
conduct that can violate civil rights include widespread staff
abuse; failure to meet residents’ basic care needs, such as
providing adequate nutrition, hygiene and shelter and preventing
bedsores and ulcers; unreasonable mechanical or chemical
restraint; inadequate medical or nursing care; lack of sufficient
medication or medical supplies; and failure to provide the care
for which the person was institutionalized.~

II. SPECIAL CONSIDERATIONS: RESTRICTIONS ON DISCLOSURE

Before providing information tO private health plans and
government officials responsible for regulating quality of care
issues, the Department’s attorneys and investigators should
consult with their supervisors concerning whether a referral is
appropriate. Assistant U.S. Attorneys should consult with their
U.S. Attorney, or the supervisor to whom the U.S. Attorney

~Under certain circumstances, the Civil Rights Division also
has jurisdiction over privately owned or operated residential
facilities if the facility discriminates against residents based on
their race, sex, disability, familia! status, and national origin.
In addition, the Civil Rights Division has authority to investigate
serious, isolated staff abuse in public and some private
facilities. The Deputy Chief in the Special Litigation Section
will refer these matters to the appropriate section within the
Civil Rights Division.
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delegates this role. Trial Attorneys and FBI agents should
consult with their direct supervisor on the case in question.
Careful scrutiny of proposed referrals is advisable to avoid
unnecessarily adding to the workload of the agencies and entities
to whom we are making referrals, to maintain credibility with
them, and to ensure that disclosures are in conformity with the
law, as discussed below.                              ~

The Department’s attorneys and investigators must ensure
that referrals may be made without violating federal and state
law. If a statute (such as those listed below) would permit
disc!osure but only in certain conditions, all reasonable and
practicable efforts should be made to meet those conditions so
that disclosure may be made.    In particular, if a court order
would permit disclosure, a court order should be sought.

~l:~ ~ ~,~= ~=u=~-~ statutes restricting
disclosure of .information that wilI most frequently apply to the
evidence uncovered in health care fraud investigations. Before.
disclosing information, the Department’s attorneys and
investigators should ensure that they have done all they can to

.confirm that: (i) the disclosure will comply with the federal
statutes discussed below, (ii) no other federal law precludes
disclosure of the information, and (iii) the disc!osure will not
violate state law or any applicable protective orders.

FEDERAL STATUTES RESTRICTING DISCLOSURE

A. Rule 6(e) of the Federal Rules of Criminal Procedure.
%kbsent a court order permitting disclosure in connection with
other judicial proceedings, Rule 6(e) of the Federal Rules of
Criminal Procedure bars the Department from disclosing matters
occurring before a grand jury.

B. The Civil Investiqative Demand Statute...Absent the
consent of the person responding to a civil investigative demand
(CID), documents, testimony and information obtained through CIDS
may not be disclosed by the Department to state agencies for
regulatory purposes, such as licensing medical professionals, or
to private entities or persons, se___~e 31 u.s.c, section
3733(i) (2) (c). Absent the consent of the respondent, or a court
order obtained on a showing of "substantial need," CID material
-may not be disclosed to federal .agencies for matters unrelated to
investigating the. poten~ial false claims law violation, such as
terminating a provider’s participation in the Medicare program,
or otherwise.~aking.a~tion with. respect to. quality..of care
issues.    Se___%e 31 U.S.C. Section 3733(i) (2) (C). The custodian of
the CID information may disclose the information to Department of
Justice attorneys either (i) for "official use" in connection
with an ongoing proceeding, or (ii) if the person who produced
the CID information consents to the disclosure. Se___~e 31 U.S.C.
Section 3733(i) (2) (C) and (i) (3).
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C.    Privacy Act,    U.S.C. Section 552a. Absent the consent
of the individual, a court order, or a "routine use" of your
component that authorizes such disclosure, the ~Privacy Act
prohibits our disclosing records about an individual outside the
Department of Justice when those records are maintained in a
"system or records" from which information is retrieved by
individual name or other individual identifier (e._l~_., Social
Security number).

Existing.routine uses permit us to disclose Privacy Act
information for law enforcement purposes: In addition, the
Department on February 20,. 1998, issued a routine use that
permits the Department’s attorneys and investigators to disclose
information indicating patient harm, neglect, or abuse, or poor
or inadequate quality of care, to regulatory and licensing
authorities, the appropriate health plan, and the "affected
patient or his or her representative or guardian at the
discretion of and in the manner determined ’by the agency in
possession of the information." 63 Fed. Reg."8659 (Privacy Act
of 1974; Notice of Modified System or Records.)

D. The qui tam provisions of the False C!ai.ms~..Act., 31 U.S.C.
section 3730(b) (2). Absent a court order partially lifting the
seal, the ~ui tam provisions restrict our ability to disclose the
existence of a sealed ~ui tam case. Accordingly, when disclosing
quality of care allegations raised in a ~ ta___~m case for a
purpose other than furthering investigation of the fraud
allegations, we should either (i) expeditiously attempt to obtain
a court order partially lifting the seal, or (ii) take great care
to describe the allegations without mentioning their source
(unless the relator agrees to be described as an informant or
witness), and without mentioning the existence of thesuit.
Different United States Attorneys Offices have different policies
on this issue, and, .accordingly, you should consult with your
supervisor before referring allegations raised in a sealed ~
ta___~m case to an entity responsible for addressing quality of care
problems.

E. The Druq Abuse Prevention, Treatment, and Rehabilitation~
Act, ~d theComprehensive Alcohol and Alcoholism P~evention~
Treatment, and Rehabilitation Act of 1970, 42 U.S.C. Section
290dd-2. Alcohol and drug abuse patient 9ecords may be disclosed
by Department attorneys and investigators: (i) when the patient
provides a written consent that complies with the requirements of
42 C.F.R. § 2.31(a), and the disclosure is accompanied by the
written statement set forth in 42 C.F.R. ~ 2.32 concerning the
prohibition on redisclosure,~ori~ii) ~when a court of competent ~
jurisdiction issues.an order authorizing disclosure for "good
cause shown." 42 C.F.R. §§ 2.61 through 2.67. In addition, the
regulations of the Public Health Service authorize alcohol or
drug abuse facilities to allow government entities to review
these records at the alcohol or drug abuse facili.ty to perform
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audit or evaluation functions within their respective
jurisdictions, and to copy or remove those records if they comply
with certain safeguards spelled out in the regulations. 42
C.F.R. § 2.53.

F. Trade Secrets Act, 18 U.S.C. Section 1905/Internal
Revenue.. Code, 26 U~S.I~. Sections 6103-7..213/Riqht to Financia!
Privacy....Act, 12 ...U~..S.C. Section 3401 et se~... These statutes
restrict dissemination of confidential financialinformation,
income tax returns filed with the Internal Revenue Service, and
records of financial institutions. In the event you need to
disclose information of this nature to make a quality of care
referral, you should consult the the statutes cited in this
paragraph.

III. Elements of the Referral

When referring quality of care problems’,’ the Department
attorney or investigator should provide the following
information, if available (assuming that such disclosure is fully
in conformance with the law and any applicable court orders3) :

(i) the provider’s name, address, telephon~ number, tax
identification number or social security number, and
all known supplier, provider and/or physician numbers

~issued to the provider;

(ii) the name, address, and telephone number of the
lead Department attorney and lead investigator handling
the case;

(iii) the allegations against the provider that relate
to quality of care;

(iv) any specific quality of care standards known to
have been violated; and

(v) any restrictions on disclosure of the information
provided.

The referral may also include the information listed below.
In deciding whether to provide this information, the Department’s
attorneys should consider whether the entity’s need for the
information to protect patients from harm is sufficiently great
that it outweighs any harm to the fraud investigation. The
Department,s.attorneys should also ensure that the disclosure is

3The information that is advisable and lawful to include in
the referral may vary depending upon whether disclosure is to be
made to a federal government official, a state government official,
or a private health plan.



fully in conformance with the law and any applicable court
orders :

(i) information on the status of the Department’s
investigation, and on whether the entity to whom
disclosure is made need to take any precautions in
order to avoid compromising the Government’s
investigation;

(ii) the names, addresses, and telephone numbers of
witnesses who can confirm the allegations; and

(iii) copies of any documents evidencing the quality of
care problem.

You may also include any other information that yQu think is
material. Importantly, however, the referral should not be held
up in order to assemble all of the elements discussed above. The
referral can always be supplemented, and the most important thing
is to expeditiously relay the key information to the entities
with the authority to address the problem.

Copies of referral letters should be provided to:

Mr. Robert E. Richardson Assistant Inspector
.General for Criminal Investigations Office of
Inspector Genera! Department of Health &
Human Services Cohen Building, Room 5459 330
Independence Ave., S.W. Washington, D.C.
20201 (202) 619-0529

Copies may also be sent to the Health Care Fraud Coordinator in
the Executive Office for U.So Attorneys, who will forward them to
the Criminal and Civil Divisions.

Questions about the referral process should be directed to
the Health Care Fraud Coordinator in the Civil Division of the
Department of Justice. The health care fraud coordinator in each
component should be contacted for the names, addresses and
telephone numbers of the Civii Division and EOUSA health care
fraud coordinators.

Bringing quality of care problems to the attention of all
appropriate law enforcement and regulatory authorities, as well
as all affected, priva~e.partiesi-is of the utmost importance~ ..............
Accordingly, when the Department’s attorneys and investigators
receive credible allegations of quality of care problems, they
are directed to take all practicable and lawful steps to make
referrals as set forth above, to ensure that law enforcement and
regulatory authorities have the information they need to take
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appropriate action, and to foliow-up by providing additional
relevant evidence whenever appropriate.                           ’

Attachments

DATED: May 1998
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Referral Guide for HCFA Quality of Care Issues

All inquiries, alerts and other interactions that relate to quality ~roblems in Medicare/Medicaid
should be addressed as noted below:

Surveyed Facilities

REGION ,STATES CONTACT TELEPHONE

I Connecticut Massachusetts Rhode IslandRonald Preston, (617) 565-1223
I~ "aine New Vermont Associate Regional

Hampshire Administrator for the
Division of Medicaid & State
Operations
HCFA/DMSO
J’FK Fed.’~ral Bldg., P.aaa. 2350
Boston, MA 02203

New Jersey Puerto Rico Judy Berek, (212) 264-4488
New York Vi.rgi~ !s!._nds

Administrator for the
Division of Medicaid & State
Operations
HCFA
26 Federal Plaza, Rm. 3811
New York, NY 10278

III ? Delaware Maryland Virginia Claudette Campbell, (215) 596-6574
Dist. of Pennsylvania West Associate Regional
Columbia Virginia Administrator for the

Division of Medicaid & State
Operations
P.O. Box 7760

,,
Mail Stop 13
Philadelphia, PA ! 9101-7760

Alabama Kentucky South Eugene Grasser (404) 331-2418
Florida Mississippi Carolina Associate Regional
Georgia North Carolina Tennessee Administrator for the

Division of Medicaid & State
Operations
HCFA
101 Marietta Tower, Suite
601
Altanta, GA 30323

,.

Illinois Michigan Ohio Walter Kummer (312) 353-9805
Indiana Minnesota Wisconsin Associate Regional

Administrator for the
Division of Medicaid & State
Ol~rations ......
HCFA
105 W. Adams St., 15th FI.
Chicago, IL 60603



REGION STATES CONTACT TELEPHO~.

VI Arkansas New Mexico Texas. Roger Perez, (214) 767-6301
Louisiana Oklahoma Associate Regional

AdminisU’ator for the
Division of Medicaid & State
Operations
HCFA
1301 Young S~., Suite 833
Dallas, TX 75202

VII Iowa Missouri Dick Brummel, (816) 426"-5925
Kansas Nebraska Associate Regional

Administrator for the
Division of Medicaid & State
Operations
HCFA
601 E. 12th Sty, Rm. 227
Kansas City, MO 64106 .

Colorado North Dakota Utah Spencer Ericson, (303) 844-2121
Montana South Dakota. Wyoming Associate Regional

Admini~tratorlfor the
Division of Medicaid & Stat~
Operations
Federal Office Building
1961 Stout St,.Rm. 522
Denv.er, CO 80294

American Samoa California Hawaii Janice Caldwell, (415) 744-3679
Arizona Guam Nevada Associate Regional      . .

Administrator for the
Division of Medicaid & State
Operations
HCFA
75 Hawthorne St., 4th Floor
San Francisco; CA 94105

Alaska Oregon John Koziol, ,(206) 615-2313
Idaho Washington Associate Regional       ,

Administrator for the
Division of Medicaid & State
.Operations
HCFA
2201 6th Avenue
Mail Stop RX40
Seattle, WA 98121



Other Facilities/Practitioners

CONSORTIUM REGIONS S’FATES

Northeastern 1, If, III Connecticut New Vermont Richard Dicker, (617) 565-1323
Delaware Hampshire Virginia MD
Dist. of New Jersey Virgin Associate
Columbia New York Islands Regional
Maine Penn. West Administrator
Maryland " Puerto Rico Virginia for Clinical
Massachusetts Rhode Standards &

Island Quality
HCFA, DCSQ
JFK Federal
Bldg., Rm. 2275
Boston, MA
02203

Midwestern V, VII Illinois Michigan Ohio Gregory Lear, (8! 6) 426- 5746
Indiana Minnesota Wisconsin Associate Ext. 3132
Iowa Missouri Regional
Ka_ns~ Neb.,~ka Adminis~’z’ator

for Clinical
Standards &
Quality
DHHS/HCFA
Region 7
Federal Bldg.
601 E. 12th St..
Rm. 206
Kansas City,
MO 64106-2898

Southern IV, Vl Alabama Louisiana South Shawneequa (214) 767-4441
Arkansas Mississippi Carolina Harris;
Florida New Tennessee Associate
Georgia Mexico Texas Regional
Kentucky North Administrator

Carolina for Clinical
Oklahoma Standards &

Quality
HCFA
1301 Young St.,
Rxn. 833
Dallas, TXt

75202

Western VIII, IX, Alaska Hawaii South Peter Houck, ¯ (206) 615-2374
X American Idaho Dakota Associate

Samoa Montana Utah Regional
Arizona Nevada Wash. Adminisla’ator
California North .....Wyp__m.~g _ for Clinical
Colorado Dakota Standards &
Guam Oregon Quality

DHI-IS/HCFA/
RX42
2201 6th Ave.
Seattle, WA
98121-2500



hospices, outpatient rehabilitation facilities and clinics, rural he’aith clinics, clinical laboratories, kid.
dialysis facilities, ambulatory surgical centers, independently practicing physical and occupational
therapists, and psychiatric hospitals.


