SERVICEg
= s,

DEPARTMENT OF HEALTH & HUMAN SERVICES Office of Inspector General

WEALTH !
o s,

« ' ‘ Washington, D.C. 20201

SEP 6 2007

TO: Andrew C. von Eschenbach
' Commissioner ,
Food and Drug Administration -

FROM: Daniel R. Levinson /(%%/ % W

Inspector General

SUBJECT: Memorandum of Understanding Between the Food and Drug Administration
* . and the Office of Inspector General

A

A Memorandum of Understanding (MOU) between the Food and Drug Administration (FDA)
and the Office of Inspector General (OIG) setting forth the roles and responsibilities of each
office concerning internal investigations involving FDA employees was negotiated in 1998. For
the reasons outlined below, OIG intends to withdraw from the MOU and assume responsibility .
for investigations of potential criminal misconduct by FDA employees.

First, it is important that there be consistency in the manner in which OIG handles internal
investigations involving all departmental employees. OIG does not have an MOU authorizing .
shared investigative responsibility for criminal investigations of employee misconduct with any
other Operating or Staff Division. This important area of OIG investigative responsibility should
be handled uniformly throughout the Department, with primary-investigative responsibility
resting with OIG. '

The return of this function to OIG is also consistent with the Inspector General Act of 1978, as
well as Federal regulations at 45 CFR §§ 73.735-1301 and 1302 and Chapter 5-10 of the
Department’s “General Administration Manual,” which require Department employees or
supervisors to report nonfrivolous allegations of “criminal offenses” (including conflicts of -
interest) to OIG. ' :

To ensure integrity in the process of conducting sensitive employee misconduct investigations
and based on our experience operating under the MOU, this function is more appropriately
placed in an investigative office with statutory independence. OIG can more appropriately
handle sensitive internal employee misconduct inquiries because OIG investigators are entirely -
independent of the programs and officials being investigated.

OIG has a dedicated uvnit of investigators assigned to handle sensitive investigations of
Department officials. This Special Investigations Unit (SIU), established in 2004, will
independently investigate allegations concerning senior FDA officials and thereby eliminate -
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any conﬂ1ct of interest—in fact or appearance—created when FDA Ofﬁce of Internal Affalrs
(OIA) agents are asked to investigate allega’uons of misconduct agamst a superv1sory ofﬁc1al.

_ Srnce entermg into the MOU in 1998, there have been difficulties in cons1stently applymg 1ts
. terms, both in the exchange of information and the ass1gnment of cases. Although 1mproved
: durmg the past year, these problems continue. :

Increased congressmnal and media scrutiny regarding allegations of potential criminal violations
of Federal conflict-of-interest statutes and regulations involving FDA and other officials in the
Department has resulted in OIG’s devotmg increased attention and resources to ethics issues. As
a result, OIG 1nvest1gators and attorneys have developed significant expert1se in handling these
complex cases. -

OIG wishes to terminate the MOU with the least disruption possible to FDA and to ongoing
cases. We would like to work collaboratively with OIA to ensure a smooth transition and to
minimize any adverse impact on OIA staff. In this regard, OIG and OIA can explore the -
possibility of deta1l1ng personnel for a- deﬁned time period to assist in coordmatmg the transfer -
of cases. : :

We lool,c.forWard to working with you and your staff on this important endeavor.
Attachments: -

"~ Tab A: April 10, 2007, Memorandum to the Acting Deputy Secretary
Tab B: Memorandum of Understandmg FDA/OIG
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v_ DEPARTMENT OFHEALTH & HUMAN SERVICES - _ Office of Inspector General
“ 4.,i ' S ‘N - . Washington, D.C. 20201
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TO: . The Acting Deputy Secretary

Through: © COS_ .
S ES
FROM: : Inspector Gcriérdl

SUBJECT:  Office of Inspector General’s Activities R_egardihg Employee Misconduct
Issues — INFORMATION . ' . _

4

ISSUE |

" To describe the Office of Inspéctor ‘General’s (OIG) activities within the Department
regarding referral of potential criminal employee misconduct and planned actions related
to referral of employee misconduct cases to OIG from the Food and Drug Administration

(FDA). =
DISCUSSION:

Federal regulations at 45 CFR §§ 73.735-1301 and 1302 and Chapter 5-10 of the
Depattment of Health and Human Services’ (Department) “General Administration
Mamual” (GAM) require employees to report nonfrivolois allegations of “criminal ,
offenses” (including conflict of interest) to OIG. In contrast, allegations of “improper
conduct” (in which no criminal activity is involved) either may be reported to OIG or

* may be investigated by the respective Operating Division (OPDIV).

- Through reports in the press, as well as inquiries from Congress, OIG became aware that
OPDIVs may not be following the CFR or the GAM and, instead, are internally '
evaluating potential criminal violations and not referring the matters to OIG, as required.
Specific cases brought to OIG’s attention included potential criminal conflict-of-interest -

- violations, : .

* In response to these events, and to help ensure the appropriate referral of conflict-of-
interest cases from the OPDIVs to OIG, the Office of Investigations (OI) developed a
referral form titled “Referral of Potential Criminal Conflict of Interest or Ethics
Violations.” This new form serves two functions. First, it enables OIG investigators and
attorneys to quickly determine whether a potential criminal violation exists and to return
noncriminal matters to the OPDIV for timely administrative followup. Second, the form
assists OIG in conducting efficient investigations and ensuring that OIG has the basic
documentation necessary for meaningful and expeditious consultation with the
Department of Justice, as required by law. After receiving several referrals utilizing this
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. new form, OI determined that its use resulted in an lmproved referral. This form was
provided to the Office of General Counsel in early 2007 for dlstnbutlon and use.
throughout the Department. . :

Additionally,'in an effort to address potential criminal employee misconduct issues

throughout the Department, the OIG Special Investigations Unit (SIU) has increased

- -outreach to the OPDIVs. On a monthly basis, the Director of SIU meets with .
representatives from FDA, Office of Criminal Investigations, Office of Internal Affairs
(O1A), to discuss individual cases and referrals. Similarly, the STU Director megets
quarterly with other Department officials of the NIH Police and the Centers for Medicare
& Medicaid Services (CMS) to ensure efficient 1dent1ﬁcatlon and. approprlate referrals of

' conﬂlct-of mterest and related employee misconduct matters

As part of OIG’s ongoing-effort to assess OPDIV referral procedures to ensure
uniformity throughout the Department, OIG is undertaking a review to determine if the
1998 Memorandum of Understanding (MOU) between FDA and OIG is an appropriate
vehicle for the referral of such cases. The FDA MOU is-somewhat unique because in
addition to the fequirements of the CFR and GAM, it requires OIA to “...support the
OIG’s criminal investigations that involve FDA employees.” OIA is also required to
notify OIG if OIA determines that a ctiminal violation has potentially been committed by
an FDA employee. - Over the next 180 days OIG will be evaluating the effectiveness and
~ feasibility of utilizing the MOU to govern the procedures for the referral of potent1al '
" criminal employee mlsconduct

0I1G wrll continue to work with all OPDIVs to address matters that involve potential
* criminal activities. In addition, OIG is available to meet with senior officials throughout
the Department regarding the processes utilized by OPDIVs and employees to notlfy OIG

“of potentral cnmmal matters.

Damel R. Levxnson

* Attachments

Tab A - “General Admmlstratlve Manual™: 5-10 .

Tab B — Referral of Potential Criminal Conflict of Interest or Ethics Vlolatlons
Tab C— ‘Memorandum of Understanding - F DA/OIG






HHS Chapter 5-10 ,
General Administration Manual

Transmittal Date: 1226/2006 - . © Pagel
SUBJECT: ‘ RESPONSIBILITY AND PROCEDURES F OR REPORTING MISCONDUCT
AND CRIMINAL OFFENSES
'5 10-00 Pur_pose _
10 Definitions
20 General Policy
- .30 Procedures for Reporting Allegattons of Improper Conduct
40 ° Procedures for Reporting Allegations of Criminal Offenses

50 Prohibition of Repnsals Against Employees for Providing Infonnatton
Exhlblt 5-10-A - Adnrumstrauve Offenses
5-1000 - PURPOSE

This chapter sets forth Department of Health and Human Servxces (HHS) pollc1es procedures,
and assignmients of respon51b1hty for reporting allegatlons of

A Improp‘er conduct not related to loyalty and se__cunty matters; and,
B.  Criminal offenses against the United States.
51010 DEFINITIONS

A. As used ini this chapter, "improper conduct™ mcludes the performance of one's assigned
' duties in'a manner which contributes to abuse or waste of the taxpayers' money, which
threatens the integrity of HHS programs and operations, which is contrary to the
standards of conduct established by the appropriate authority, or which const1tutes a

prohlblted personnel practice {see 5-10-50).

B. . Asusedin thls chapter, "cnmmal offenses" mclude but are not hrmted to, bribery; fraud;
pegjury; conflict of interest; embezzlement; misuse of funds, equ1pment and facilities;
and other violations of criminal law by Government officers and employees, grantees,
contractors, and other persons doing business with the Department. Note that some
potential criminal offenses thay also constitute “improper conduct” as defined above
‘(e.g., travel voucher fraud). Such allegations should be reported.in accordance with

- 5-10-40, entitled Procedures for Reporting Criminal Offens‘es

C. As used in this chapter "admmlstrattve offenses" are those incidents of improper conduct
which can.and should be handled directly by supervisors with the assistance of their.
setvicing personnel office. A list of administrative offenses is shown in Exhibit 5-10-A.
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D. This chapter does not cover procedures for the handling of matters related to loyalty and
-security; employee grievances; equal employment opportunity complaints, including
sexual harassment complamts, classification appeals; or other matters for which a formal
Govemmentw1de rev1ew system has been established by the Federal Govemment

-/

3-10-20 GENERAL POLICY

A.  Inorder to provide objective umform procedures for the handlmg of allegations of

: wrongdoing covered by this chapter, it shall be the responsibility of the Office of
Inspector General (OIG) to investigate allegations of wrongdoing reported to the OIG or
to refer such allegations to the appropriate operating division (OPDIV), the appropriate
staff division (STAFFDIV), to Assistant Secretary for Administration and Management
(ASAM), to another law enforcement agency, or to another appropriate authority. '

B. Every employee, supervisor, atid management official shall report any aliegatmns of
criminal offenses he/she receives, immediately to the OIG, unless it is clear to him/her
that the allegatlon is frivolous and has no basis in fact. -

C. Every employee, supervisor, and management official shall cooperate with the OIG
during the conduct of any investigation.

‘D..  Any employee who has authority to take, direct others to take, recommend, or approve
' any personnel action, shall not, with respect to such authority, take or threaten to take any
action against any er'nployee as a reprisal for making a complaint or-disclosing
mformatlon to a supervisor, management official, or the OIG. This prohibition does not
apply if the employee who made the complaint, or disclosed the information, knew the
information prov1ded was false. : :

541030 PROCEDURES FOR REPORTING ALLEGATIONS OF IMPROPER
: ' CONDUCT

A Submission of Allegafions’

Allegatlons ofi 1mproper conduct (non-cnmmal) should normally be subnutted in writing
by an employee to his/her supervisor, a higher management official within the employee's
organization, or the OIG. Allegations should, where possible, be supported by any -
available documentation. Oral reports are, however, acceptable, and may be necessary if
immediate action is reqmred
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B. Reporting of Allegations

Supervisors and management officials shall report any allegations of i nnproper conduct

- (non-criminal) received or observed to the OIG or the next highest Department official
within their organization. The head of each OPDIV or STAFFDIV is responsible for
ensuring that all allegations of improper conduct, other than those that are cleatly
frivolous and have no-basis in fact, are either investigated by the responsible component
within that agency or referred to the OIG for its consideration of the appropriate action to
take.

C. Investigation of Allegations

1. Allegations of improper conduct (non-criminal) received by the OIG will be
- reviewed promptly and a decision made as to whether an investigation is
warranted. Normally, the administrative offenses shown in Exhibit 5-10-A will
be handled by the employee's supervisor. If an investigation is warranted, the
- OIG will determine whether the investigation is to be conducted by the OIG, by
. an OPDIV, STAFFDIV, by ASAM or by other appropriate authority, based upon
. the following cons1derat10ns

a. An OPDIV or STAFFDIV may conduct a non-ériminal mvestlgatmn n
within its own organization when the OIG determines that the OPDIV or
STAFFDIV is able to conduct the mvestlgatlon in a fair and 1mpartlal
manner. . .

b...  The ASAM may conduct an investigation that the OIG determines
involves prohibited personnel practices or non-criminal violations of
established standards of conduct. The ASAM may also conduct ‘
investigations of cases directly referred to the Department by the Ofﬁce of

: Speclal Counsel (OSC). T

c. The OIG may conduct an investigation of any allegatlon of misconduct
recewed from any source. v

2. Whenever the OIG detennines an inquiry initiated by an OPDIV -or STAFFDIV
would thore appropriately be handled by the OIG, the OIG may assume '
responSIblhty for completmg the investigation.
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D. Aqtiori on Investigation'Rep orts

L

Where an investigation of improper conduct is conducted by an OPDIV or
STAFFDIV, the head of the OPDIV or STAFFDIV will proceed as he/she

- determines is necessary based upon the findings of the investigation. He/she will

inform, where appropriate, the Inspector General (IG), the Secretaty, or other
Department officials of his/her findings. Such reports will be in writing.

‘Where an investigation is conducted by the OIG, the OIG will detéxmme if the

findings of the investigation require additional action. Where appropriate, the IG
will inform the head of the OPDIV or STAFFDIV the Secretary, or other

vDepartment officials of his/her findings. Such reports will be in writing.

_ Wh'ere an investigation of improper conduct is conducted by ASAM,- the Assistant

Secretary will take whatever action he/she determines is necessary based upon the
findings of the investigation, or will refer the findings to-the appropriate authority

- for such action. Where approptiate; he/she will inform the IG, the Secretary, or -

other Department officials of his/her findings, and request further actlon be taken
as warranted by the ﬁndlngs Such reports will be i in writing.

E. Record-Keepmg

L

"The OPDIV or STAFFDIV head, ASAM, o the IG shall ensure that a file is

maintained on each investigation which is initiated. The investigation file shall
contain complete documentary material showing in detail: the basis for the
investigation, the extent of the investigation, persons interviewed and information_
furnished, records reviewed and information obtained, and any other material
pertinent to the investigation. The file shall also contain a record of the action
taken. Files so maintained by an OPDIV or STAFFDIV or ASAM shall be made
available to the OIG upon request. ‘ ,

Investlgatlve files shall be retained by the office which conducted the
investigation for a period of 10 years from the date of its completion. -
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5-10-40

A

'PROCEDURES FOR REPORT]NG ALLEGATIONS OF CRIM]NAL
OFFENSES

Cooperation With the Attorney General

The Department will cooperate fully with the Attorney General (AG) and his/her staff in
reporting, conducting, and assisting with investigations of alleged criminal offenses

. against the United States. Through the Deputy Inspector General for Investigations -

(DXGI), OIG, the Department will promptly report to the AG alleged violations of law by :
1ts ‘employees and agents

L

Reporting Violations of Title 18 U.S.C. (Criminal Offenses) by HHS Emplo rees
Grantees, Contractors and Others Doing Business with the Department

. Authority of Office of Investigations

The DIGI, who heads the Office of -Investigations (OI), has been designated by
the Secretary and the IG, as prescribed by Appendix 3 of'title 5, United States
Code to: ‘

a. Provide liaison for the Department with the AG and h1s/her staff on all
mvestigative matters; and,

b, Conduct investigations of alleged cases of criminal wrongdoing by HHS
employees, grantees, contractors, and ather persons domg business with
the Department. ‘

The authonty of Ol inctudes authority to undertake or authorize others to

wundertake such investigations without the prior approval of higher officials. The

authority generally does not include investigations of matters related to loyalty
and security; employee grievances; equal employment opportumty complamts
including sexual harassment; employee civil rights; tort claims; and similar-

-administrative activities that are under the jurisdiction of other HHS offices:

1.

Any HHS employee who has knowledge of p0s31ble crlmmal offenses agamst the
United States by another HHS employee, grantee, contractor, or any other person
doing business with the Department, shall immediately report such information
directly to the OIG to his/her supervisor or to any management ofﬁc1al
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2.

‘Supervisors or management officials shall immediately report any.allegations or

complaints of criminal offenses received, or observations of criminal conduct,

' directly to the OIG. The head of each OPDIV or STAFFDIV shall insure that no

other action will be taken in regard to the subject of the complaint, without first
consulting with OIG. The head of each OPDIV or STAFFDIV shall also insure
that all such allegations which are received are referred to the OIG.

- Allegations or complaints should normally be made in writing and inclﬁde any

available documentation. This method of reporting enables the OIG to make an
informed decision on the handling of the alleged violation, once it is received.
Oral reports, however, are acceptable if it is believed that immedidte action is
required by the OIG. The OI will determine if a written referral report will be

required.
All .allegations or complaints should be reported directly to the:

Deputy Inspector General for Investigations

. Department of Health and Human Services -
Office of Inspector General

- 330 Independence Avenue, S.W., Room 5409
Washington, D.C. 20201 :

- When OI has reasonable grounds to believe an HHS officer or employee has

committed a criminal offense, it shall promptly notify the United States Attorney
for the District in which the alleged violation occurred; the Criminal Division,

_ Department of Justice; or the Fedgral Bureau of Investigation (FBI).

D. Complaints by' Pﬁvatc Citizens

* Any person desiring to bring to the attention of OIG any complaint that he/she

considers warrants such attention should contact the HHS Hotline:

'ByPhone:  1-800-HHS-TIPS (1-800-447-8477).

ByFax: = 1-800-223-8164 o
By E-Mail: HHSTips@oig.hhs.gov -
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By Mail: Department of Health and Human Servxces
Office of Inspector General.
Hotline
- P.O. Box 23489 e
Washington, DC 20026

E.  Administrative Actions
1..  Allegations Regarding Employees

a. After prosecution has been declined, or a criminal matter is otherwise
closed, if administrative action by the Department appears warranted, OIG
shall furnish to HHS management officials information that is relevant to
their consideration of potential administrative action. Note that these =~
referrals must be consistent w1th Federal classification and confidentiality
laws. - . :

b. Where OI conducts an investigation and determines that a case involves
issues that are the responsibility of an OPDIV or STAFFDIV, the case
shall be referred to the appropriate OPDIV or STAFFDIV for further
action. The Department official who takes final action shall report.the final
dlsposxtxon of the case to OI

c. When a criminal mvestlgatlon is ongoing and admuustratlve action is

' " being considered apart from the criminal investigation, the official
considering the administrative action must consult with OI before
implementing such action. The OI, in consultation with the Department of
Justice, will assess what effect the proposed administrative action might
have on the criminal investigation and advise the official accordingly.- As
appropriate, OIG shall furnish to HHS management officials information
that is relevant to their consideration of potential administrative action.
Note that these referrals must be consistent with Federal classification and
confidentiality laws.
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3-10-50 PROHIBITION OF REPRISALS AGAINST EMPLOYEES FOR

2. Allegations Regarding Non-Employees

‘Whenever OI informs an HHS official that it has initiated an investigation of a _
grantee, contractor, an employee of a grantee or contractor, or an individual doing’
. business with the Department, the HHS official may wish to initiate

* administrative actions. This is a programmatic decision. Program decisions to
suspend, limit, or terminate funds must be made based upon facts available,
impact on the program, potential loss to the Government, and judgment as to the

 validity of the allegation. Officials contemplating administrative action in a case
being investigated criminally will consult with OI before taking such action, to
determine what effect the action may have on such investigation. '

-3.  Investigative Reports

Reports by the FBI are the property of the FBI and are loaned to the Department.
Reports by both OIG and the FBI are for official use only. Neither FBI nor OIG
reports, nor their contents, may be distributed outside the component to which

. loaned without consultation with the FBI or OIG as appropriate. All OI and FBI -
reports should be stored in a secured file or safe while in the possession of the
component. ' o :

Procedures for Reguesting Investigative Assistance

Whenever the head of an OPDIV or STAFFDIV requires investigative assistance on
suspected criminal activity related to.his/her organization, he/she shall request the

DIGI to provide such assistance. Regional officials and heads of HHS field installations -
shall send their requests for investigative assistance to the address listed in 5-10-40, C 4.

A

PROVIDING INFORMATION

Any employee who has authority to take, direct others to take, recommend, or appi'ove

_any personnel action, shall not, with respect to such authority, take or threaten to take any

action against any employee as a reprisal for making a complaint or providing any
information pursuant to this chapter. If the complaint was made or the information was ~
disclosed with the knowledge that it was false, or with willful disregard for its truth or
falsity, any action taken against the employee based on those reasons would not
constitute a reprisal action. o
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B. ' No employee shall Sllb_] ect another employee to harassment nor take any action against
that employee as a reprisal for making a complamt or prov1dmg any information pursuant
to this chapter.

C. Any employee who believes that Lie/she has been threatened with a personnel action or
any other action, or who has been harassed or harmed by any-action as a reprisal for
having made a complaint or provided information pursuant to this chapter, may request
the OIG to review his/her complaint about such reprisal. Whenever the OIG has reason
to believe that the complaint may bé true, it may, depending on the circumstances, decide
to conduct the investigation or to refer the matter to OSC or ASAM for appropriate
action. A more direct option an employee may exercise is filing a complaint with the

OSC. The OSC has the ability to seck a stay of any agency pérsonnel action from the
Merit Systems Protection Board.
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ADMINISTRATIVE OFFENSES

The improper conduct offenses listed below are considered administrative in nature. They

should be handled directly by supervisors, with the assistance of members of the servicing

personnel office staff. However, supervisors may also request the advice and assistance of the
. Office of Investigations (OI). "

Ixnproper conduct offenses which are considered administrative in nature include:

A Leave abuse and 6ther attehdance-related offénses, such as tardiness and absence without

' leave. . o ' ’ ' - :
;B. " Offenses related to intOxicants 6r other substance gbuse by an indiv_idual.

C. .Negligent perfonnar}cé of, or failure to attend td; duties.

D. Insubordinate behavior and failure to follow instructions.

E. - Discourteous behavior and offensive or abusive cénduct.

Offenses related to ﬁghting. s
G. Failure to pay legitimate debts.
H. . Improper use of telephone or telephone charge card.

I 7 Other minor infractions of a non-recurting nature.






US Department of Health & Human Services
_ ' ‘ Office of Inspector General , o
Referral of Potential Criminal Conflict of Interest or Ethics Violations

REFERRING INFORMATION:
Referring Party Name: . | Referting OPDIV:
j Referring Ofﬂce Name ; T T Office Phone:

EMPLOYEE/CONTRACTOR INFORMATION:

| Subject Full Legal Name: . ' Posltion/Title/Serles & Grade:

DOB: OPDIV/Branch/Agency:- T Socfal Securlty Number: .

ALL_‘,EGATION INFORMATION: (lljrovide brief summoary of each viclation)

[ 1 Violation of Crimiﬁal Description: (Please cite specific statute):

_ Ethics Statutes

[ Criminal Violation of | Description: (Please cite specific standard):
Standards of Ethical ’
Conduet

] Depértme'nt Policy Description {Please cite specific HHS-wide policy): N
Violation . '

[J oPDIV Policy Description (Please cite specific ODPIV policy):
Violation : ‘ .

[] Other Government Description (Please cite épei:iﬁ_c regulation):
Regulation : ‘ . )

(Ol Conflict/Bthics Referal Form 11-30-2006)




us Department of Health & Human Services
Office of Inspector General _
Referral of Potential Criminal Conflict of Interest or Ethlcs Violatlons

Position Description

Performance Plan & Evaluation

"HHS 520: Request for Approval of Qutside Activity o

SF278 / SF450; Public Fmancral Disclosure / Confidential FInancral Disclosure report
-| Copy of OPDIV/Branch/Agenclenstitute policy governing violation(s)

Copies of prepared reports/memorandums regarding interviews/mestings with the
referred employee/contractor.
Capies of any electronlc mail messages or other correspondence relatrng to this matter

Copy of the i |ncom|ng allegation

Oo0godddod

Copies of certificates or other evidence of all relevant ethics andlor conflict of interest
treining received by employeelcontractor

.Any Additional Remarks/Information:

Directions: Please complete this form and submit all of‘th'e information requested for each person
you are forwarding fo OIG for review. OnIy one (1) employee/contractor per form.

Please submit to: Dlrector, Special Investigations Unit
DHHS/OIG/OlSIU
Wilbur J. Cohen Building
- 330 Independence Avenue, SW
Room # 5409
Washington, DC 20201

The Department's General Admrmslrahve Manual (5-10-20) requires that allegations of potential criminal conduct by HHS
employees be referred to the OlG. OPDIVS may chaose fo refer non-criminal violations fo the OIG as they deem necessary. [n
referring such non-criniinal conflict of interest or ethics matters, this form may also be utiiized.






Memorandirm of Understanding
' Botween the Food and Drug Administration
‘ | and . | |
Ofﬂee of 'inspector General
Department ofHealth and‘gI.-Iuman S.ervices _

PURPOSE:

Recognizirlg the statutory mandates of both components, and their important roles, and the

B necessrty for mamtammg a capable and tralned mtemal mvestlgatlonal umt to conduct mternal '

investigations, to provide a centralized mvestlgattve harson between the Food and Drug _
_ Admmlstratlon ( FDA) and the Ofﬁce of Inspector General (OIG), and to support the OIG’s
cnmmal 1nvest1gat10ns that mvolve FDA employees the two components enter into-this
Memorandum of Understandmg concernmg the procedures they w111 observe in mternal

investigations involving FDA employees.
THE OFFICES

A. The Office of Inspector General

Thc Inspector. General Act of 1978 Public Law 95-452, as amended by Public Law 100 504 5 '
US.C. App estabhshed the Ofﬁce of Inspector General as an mdependent ofﬁce w1thm the
Department of Health and Human Services (HHS) A major purpose of the OIG is to “conduct -
and supcrvrse audlts and mvestlgatlons reIatmg to the programs and operatlons of [HHS] ”

SBthOIl 2(1) of the Inspector Genera] Act. The Act ﬁthher prov1des that, in carrying out the

€ Pagelofs



duﬁes and reepoheibi-lities established under this Act, each Inspector General shall report
expedmously to the Attomey General whenever. the Inspector General has reasonable grounds to

believe there has been a violation of Federal cnmmal law ” Sectlon 4(d)

The FDA, including its Office of Criminal Investigations (OCf_),' i,s:_.a comportent of HHS and is -~
' responsible for irhplerdenﬁng the F ood .Drug, and Cosrdetic Act, 21 US.C. "§> 321 eLse;L and
| other statutes The Ofﬁce of Intemal Affairs (OIA) which i is staffed by speclal agents detalled .
from OCI was authorized and estabhshed by the Secretary of HHS, w1th1n the FDA, Ofﬁce of }
' Coxmmssmner, to conduct 1ntema1 mvestlgatlons of employee misconduct. ‘60 Fed. Reg. 4417
@ anuary 23, 1995) The OIA Statement of Orgamzatxon states that OIA “prov1des a centrallzed'
investigative halson between FDA and [OIG]” and shall serve “as an FDA investigative tes_ource,

to conduct internal FDA investigations and to support OIG investigations.” Id.
PROCEDURES

1. FDA will continue t6 ensure that its Office of Internal Affairs (O14) is properly equipped_ and
| supported and staffed with 't_r_ained and experienced criminal investigators (1811-series), and will
 continue to reﬁ'esh-the OIA staff bj assigning agents from FDA’s Qfﬁce of Criminal

Investigatidns to'the OIA for duty tours on.a rotating basts.
2. The OIG will continue to staff lts FDA 1nvest1gat10ns w1th tramed and experienced cnmmaI

mvestlgators (1 81 1-series) and will endeavor to provnde adequate resources for Jnvesttgatlons 50

| as to enable OIA to lnvestlgate promptly after allegatlons are made :
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3. OIG'and FDA’s OIA shall have prompt access to all ﬁles and documents within the FDA

‘felevant to their investigations, and the resulting open investigative _ﬁles and doeuments of these
investigative entities shal'l' be diselosed outside the Department oniy to prosectitorS'and other law
enforcement entltles cons1stent with applxcable law and rcgulatlon and as necessary to '

accomphsh the respectwe missions of the OIG and OIA.

4. When OIA receives an allegation of criminal misconduct or violation of the HHS standards
of conduct by an HHS employee, OIA shall imm‘ediately notify the OIG in'-'Wﬁﬁng‘or' by
electronic mail. Similarly, when OIG receives an allegatlon of criminal misconduct or violation _
of the HHS standards of conduct by an FDA employee it shall as appropnate with its role under
the Inspector General Act, unmeoxately notify OlIA in writing or by electrom_c mail. This

~ notification by the OIG should occur unless the OIG détermines that the notification is | o

Ainconsistent with its role under the Inspector General Act.

5. If, at any point during an inyesti'gation, OIA determines that a criminal violation has likely
* been committed by an FDA employee, OIA shall immediately notify the OIG in wﬁting or by

' 'e'Iectronic ‘mail. If at any point during an OIG investi‘gation OIG determines that a criminal

- . violation by an FDA employee has likely occurred, but the OIG determmes it will not mvesugate

that v101at1on it will, as appropnate with OIG’s role under th Inspector General Aet

lrmnedtately notify the OIA in wntmg or by electromc ma11

6. In rccogmtxon of the ava11ab1hty dnd performance of the FDA.. OIA, asan ex13t1ng, tramed
equlpped and supported 1nvest1gat1ve unit engaged in mvestlgatxons of allegatlons of v1olat1ve or
' lllegal conduct by FDA employees, and to av01d the duplxcatlon of resources and effort that
, would result from dual focus on any, parttcular mvestxgatxon both components anticipate that '

+ such investigations will be conducted expeditiously by FDA’s O_IA,-subject_ to OIG’s reservation
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of the right in all cases to pursue a case jointly with OIA» or, after consultation with QIA, to
replace OIA as the primary agency assigned to an mvestrgatron of ani FDA. employee (OIA will
maintain an open file until if receives a fi nal summary and dlsposrtlon from the OIG on such
cases Any referral of an 1nvest1gat10n by the OIG to the OIA wrll be made expedmously,

' enabhng OIA to begm any necessary mvest1gat10n on current mformatron If OIA beheves that
1ts development of an investigation requlres 1ssuance of a subpoena duces tecum lt may request

” that the OIG pursue the. case _]omtly w1th the OIA.

1A headquarters 0IG/01 superv1sor will meet with the OIA Specml Agent in Charge ona
.monthly basis for the purpose of examining all open mvestlgatlons or cases preliminary
mvestlgatrons, and any other mformal mvesngatwe mat'ters whlch in the judgment of OIA would
be of interest to OIG OIA w1ll prov1de OIG with a report of all open, 1nvest1gat10ns -or cases,
prehmmary investigations, and any other mfonnal mvestlgatlve matters which in the Judgment of-
. OIA would be of i 1nterest to OIG The outcome of all cases and mvestrgatlons concluded during

the course of the prevrous month will also be dlscussed at thJS meetmg

8. The OIA will prov1de reasonable notice to the OIG prior to any presentatlon to the

. Department of Justlce of an mvestlgatron in order to allow OIG to’ pamcrpate i the presentatron

vlf OI1G chooses

Thrs Memorandum of Understandmg is entered into voluntanly by both OIG and FDA It may
be modrﬁed atany time by agreement of the partles and may be terminated ‘upon thlrty days pnor .

B wntten notlce by either agency

B - This Memorandum of Understanding shal[ become effectrve upon the date of srgmng by both

pames and shall contmue untll it is modlﬁed or termmated
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Michael A. Friedman, M. D
Lead Deputy. Comrnlssloner '
Food and Drug Administration

- . : | B - : .
Signed this _32” day of v)l//>[ , 1998

Juge Gibbs Brown -
Inépector General
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Memorandum of Understanding
~ Between the Food and Drug Administration
and |
Office of Inspector General _
Department of Health and Human Servrces |

PURPOSE:

Reco gnizing the stetutory mandates of both components, and their imp_ortant roles, and the

' necessit}; for mainteining a cap'able and trained intemal investigational unit to conduct intematl '
mvestlgattons, to provide a centrallzed mvesttgatrve liaison: between the Food and Drug

' ._ Admmlstratlon ( FDA) and the Office of Inspector General (OIG), and to support the OIG'
_cnmmal mvesttgattons that mvolve FDA employees the two components enter into-this -
Memorandum of Understandmg concemmg the procedures they w111 observe in internal .

mvestlgatlons mvolvmg FDA emplo_yees.
THE OFFICES
" A. TheOffice of Inspecto ::'_ General

The Inspector General Actof 1978 Public Law 95—452 as amended by Pubhe Law 100-504 5
U S.C. App established the Ofﬁce of’ Inspector General as dn mdependent ofﬁce w1thm the .
Department of Health and Human Serv1ces (HHS) A major purpose of the OIG is to “conduct
and supervrse audits and mvestxgatlons relatmg to the programs and operatmns of [HHS] >

_ Sectton 2(1) of the Inspeetor General Act. The Act further prov1des that ‘in camrying out the
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duties and responsibilities established under this Aot,_cac'h Inspector General shall report_
expeditiously to the Attorhey General whenever the Inspector General has reasonable' grounds to

believe there haé‘been a violation of Federal criminal law.” Seobti'on 4(d).

The FDA, mcludmg 1ts Office of Criminal Investigations (OCI) 1s a component of HHS andi is -
. responSIble for 1mplcmentmg the: Food .Drug, and Cosmetlc Act, 21 US.C. $ 321 ﬂm and
K other statutes. The Office of Internal Affairs (OIA) which i is  staffed by speclal agcnts detalled
 from OCI was authorized and establlshed by the Secretary of HHS, within the FDA Ofﬁce of
. Commissioner, to conduct mtcrnal investigations of cmployee mlsconduct 60 Fed Reg. 4417;
(January 23, 1995) The OIA Statement of Organization states that OIA “prowdes a centtahzed '
investigative halson bctween FDA and [OIG * and shall serve “as an FDA 1nvest1gat1ve resource

to conduct mtemal FDA. 1nvest1gatlons and to support OIG mvesugauons ” Id.
PROCEDURES = * -

1. FDA will continue to ens'ure that its Office of Intémal Affairs (OIA)' is properly equipped and
supported and staffed w1th trained and cxpcncnced cnmmal mvesugators (181 l-senes), and will
' contmue to refresh the OIA staff by asmgmng agents from FDA’s Ofﬁce of Cnmmal

Investlgatlons to'the OIA for duty tours ona rotatmg basm
2. The OIG will 'continuo to staff its FDA invcstigations with trained and expcﬁénced criminal

1nvest1gators (181 l-senes) and w111 endeavor to provide adcquatc resources for mvcstxgatlons s0-

as to enable OIA to mvestlgatc promptly after allegatlons are made
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3. 0IG and FDA’s OIA shall have prompt access to all filés and documents thhm the FDA

relevant to their mvestxgattons, and the resultmg open mvestlgatwe files and documents of these : o
investigative entlttes shall be disclosed outside the Departmcnt only to prosecutors and other law | |
enforcement entmes consistent w1th apphcable law and regulatlon and as necessary to ' | ' -
accomphsh the respectwe missions of the OIG and OIA.

4. When OIA receives an _atl'egation of criminal misCondu__ct or Violati'on of the HHS etandards

~of conduct by an HHS employee, OIA shall tmmediately notify the OIG in-Writingof by,

electronic mail. Similarly, when OIG receives an allegation of 'criminal ntisConduct_of vidlatio_n

of the HI-IS standards of conduct by 'm'FDA employee it -slha‘ll,' as appropriate with its role un_der. |

the Inspectof General Act, imh‘tedtately notify OIA in writiné or by electronic mail. This o

notification by the OIG should occur unless the OIG determmes that the notlﬁcatton is -

inconsistent w1th its role under the Inspector General Act. o : o , -

5. 1f, at any point dunng an investigation, OIA detenninee that a cﬁminal violation has likely -
‘been committed by an FDA employee OIA shall 1mmed1ately hotify the OIG in writing or by
_electromc ma11 If at any point during an 0IG mvestlgatlon, OIG determmes that a cnmmal
violation by an FDA employee has lxkely occurred but the OIG determmes it will not 1nvest1gate
. that violation, it will, as appropriate with OIG’s role under the' Inspector General Act, ‘

_ immediately notify the OIA in writing or by electronic mail,

' -.6 In reco grutlon of the avallablhty and performance of the FDA OIA as an ex1stmg, tratned
equ1pped and supported 1nvest1gat1ve unit engaged in mvesttgatlons of allegatlons of v1olat1ve or
tllegal conduct by FDA employees, and to avoid the duplxcatlon of resourcesand effort that
would result from dual focus on any parttcular mvestlgatxon both components anttctpate that -

7 such’ mvestlgatxons w111 be conducted expedttlously by FDA’s OIA sub]ect to OIG's reservatton

_Page3 of.-5>



of the n’ght.in all cases to pursue acase jo_intly:_with OIA; o, after consultation with OIA, to
replace OIA as the pnmary agency assigned to an investigation of ari FDA employee' OIA will
maintain an open file until it receives a ﬂnal summniary and dlsposmon from the OIG on such
cases Any referral of an mvestlgauon by the OIG to the OTA will be made expedltlously,
enabhng OIA to begm any necessary 1nvest1gat1on on current information.” If OIA beheves that
its development of an. mvestlgatlon requ1res 1ssuance ofa subpoena duces tecum, it may request

that the OIG pursue the. case Jomtly w1th the OIA.

. 7. A headquarters OIG/OI supervrsor will meet w1th the OIA Specxal Agent in Charge ona

' monthly basis for the purpose of exammmg all open mvesttgatlons or cases, prehmmary
1nvest1gat10ns and any other mfonnal mvestlgatwe matters whlch in the Judgment of OIA would .'
be of mterest to OIG. OIA will prov1de OIG with a report of all open investigations or cases,

- prehmmary mvestlgat-lons, and any other- informal mvesttgatlve matters which in the Judgment of
OIA would be of interest to OIG The outcome of all cases and mvestrgatlons concluded during

the course.of the prevmus month will also be dlscussed at this meetmg

8. The OIA will provrde reasonable notice to the OIG prior to any presentatton to the
' Department of Justrce of an mvestlgatlon in order to allow OIG to pamclpate in the presentat1on

if OIG chooses. .

_ This Memorandum of Understanding is-entered into voluntarily by both OIG and FDA' It may:
be modified at any time by agreement of the partres and may be tenmnated upon th1rty days pnor

wntten notrce by either agency

- This Memorandum of Understandmg shall become effectlve upon the date of signing by both

| parttes and shall continue untll it is modlﬁed or terminated.
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- signea this_ 307 day of ) u/¥ 1998

.‘._J e Gibbs Brown -
Inépector General  °

. Michael A. Friedman, M.D.
~ Lead Deputy Commissioner .

Food and Drug Administration
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