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DEPARTMENT OF HEALTH & HUMAN SERVICES Office of Inspector General

Washington, D,C. 20201

SEP 6 2007

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

FROM: Daniel R. Levinson ~ ~ ~
Inspector General

SUBJECT: Memorandum of Understanding Between the Food and Drug Administration
and the Offce of Inspector General

A Memorandum of Understanding (MOD) between the Food and Drug Administration (FDA)
and the Office of Inspector General (OIG) setting forth the roles and responsibilities of each .
offce 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 maner in which OIG handles internal
investigations involving all deparental employees. OIG does not have an MOU authorizing
shared investigative responsibility for crimial investigations of employee misconduct with any
other Operating or Staff Division. This importnt area of OIG investigative responsibility should
be handled uniformly throughout the Departent, with primar investigative responsibility
resting with OIG. '
The retu of this function to OIG is also consistent with the Inspector General Act of 1978, a,s
well as Federal regulations at 45 CFR §§ 73.735-1301 and 1302 and Chapter 5-10 of the
Deparment's "General Administration Manual," which require Departent employees or
supervisors to report nonfrvolous 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 fuction is more appropriately
placed in an investigative office with statutory independence. OIG can more appropriately
handle ~ensitíve internal employee misconduct inquiries because OIG investigators are entirely .

independent of the programs and offcials being investigated.

OIG has a dedicated unit of investigators assigned to handle sensitive investigations of
Deparent offcials. This Special Investigations Unit (Sil), established in 2004, wil
independently investigate allegations concerning senior FDA offcials and thereby eliniinate
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any conflict of interest-in fact or appearance~created when FDA Offce of Internal Affairs
(OIA) agents are askedto investigate allegations of 

misconduct against a supervsory offciaL.

Since entering into the MOD in 1998, there have been diffculties in consistently applying its
terms, both in the exchange of information and the assignment of cases. Although improved
during the past year, these problems continue.

Increased congressional and media' scrutiny regarding allegations of potential criminai'violations

of Federal conflct-of-interest,statutes and regulations involvingFDA andother offcials in the
Departent has resulted in OIG's devoting increased ~ttentíon and resources to ethics issues. As
a result, OIG inv~stígators and attorneys have developed significant expertise in handling these
complex casts.

OIG wishes to terminate the MOUwith the least disruption possible to FDA and to ongoing
cases. We would like to work collabòratively with OIA to ensure a smooth transition and to
minimize any adverse impact on OIA'staff. In ths regard, OIG and OIA can explore the.' '.
possibility of detailing ,personnel for a ,defined time period to assist in coordinating the transfer,"
of cases.

We look'forward to woddng with you.and your staffon this important endeavor.

Attachments:
Tab A: April 10, 2007, Memorandum to the Acting Deputy Secretary
Tab B:Memorandum of Understanding - FDAlOIG

.~. ~..
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l "\"..~ i\Jl 10 2O Office of Inspector General

Washington, D.C. 20201

TO: The Acting Deputy Secretary
Through: cas

ES

FROM: ' Inspector Oeneral

SUBJECT: Office of Inspector Generii's Activities Regarding Employee Misconduct
Issues- INFORMTION, '

ISSUE

, To descnbe the Office of Inspector General's (OrG) activities within the Departent
regarding referral of potential criminal employee misconduct and planed actions related
to referral of employee misconduct cases to OIG'from the, Food and Orug Administration
(FDA). '

DISCUSSION:

Federal reguations at 45 CFR §§ 73.735~1301 and 1302 and Chapter 5-10 of the
Deparent of Health and Human ServiCes' (Departent) "General Admnistration

Manual" 
(GAM) require employees to report non frivolous allegations of "criminal

offenses" (including conflict of interest) .to 010. In contrast, allegations of "improper
conduct" (in which no criminal activity is involved) either may be reported to oro or
may be investigated by the respective Operating Division (OPDN).

Through reports in the press, as well as inquiries from Congress, oro became aware that
OPDNs may nöt be following the CFR or the OAM and, instead, are internally
evaluating potential criminal violations and iiotreferrg the matters to 010, as required.

Specific cases brought to OrG's attention included potential criminal conflict-of-interest
violations.

In response to these events, and to help. ensure the appropriate refeqal of cont1ct-of~
interest cases from'the OPDNs to oro, the Office of Investigations (01) developed a
referral form titled "Referral of Potential Criminal Confict of Interest or Ethics
Violations." This new form serves two functions. First, it enables 010 investigators and
attorneys to quickly detennine whether a potential ciirrinal violation exist~ and to return
noncriminal matters to the OPDN for timely administrative fOllowup., Second, the form
assists OIG in conducting effcient investigations and ensuring that 010 has the basic
documentation necessary for meaningful and expeditious consultation with the
Deparent of Justice, as required by law. After receiving several referrals utilizing this
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. new form, OJ determined that its use resulted in an improved referraL. This form was
provided to the Offce öf General Counsel in early 2007 for distrbution and use
throughout the Depártment.

Additionally1in an effort to address potential criminal employee misconduct issues
throughout the Deparent, the aia Special mvestigatioil Unit (SIU has increased

,outreach to the OPD N s. On a monthly basis, the Director of SID meets with
representatives :fom FDA, Offce of Criminal Investigations, Offce ofhitema1 Affaus
(OIA), to discuss individual cases and referrals. Similarly, the Sil Director meets
quarterly with other Depar~nt officials of the NIH Police and the Centers for Medicare
,& Medicaid Services (CMS) to ensure efficient identification and appropriate referrals of
, conflct-of.:interëst and related employee misconduct matters. '

As par of OIG's ongoing,~ffort to assess OPDrv referral procedures to ensure
uniformity throughout the Deparent, OJG is undertking a review to determine if the
1998 Memorandum of Understanding (MOU) between FDA and OJGis an appropriate
vehicle for the referral of such cases. The FDA MOU is 'somewhat unique because in
addition to the requirements ofthe CFR and GAM, it requires aLA to ".. . support the

OIG's criminal investigations that involve FDA employees." OIA is also required to
notify OIG if OlA determnes that a criminal violation has potentially been committed by
an FDA employee. ,Over the next 180 days, OJG wil be evaluating the effectiveness and
feasibility of utilizing. the MOU to governthe procedures for the referral of potential
criminal employee miscoiiduct. '

OIQ wil continue to work with all OPDNs to address matters thatinvofve potential
criminal activjties. In addition, OJG is availab1e'tò meet with senior officials throughout
the Deparent regard.ing the processes utilized by OPPNs and employees to notify DIG
of potential criminal matters. '~te~

Daniel R. Levinson

Attachments
Tab A - "General Administrative Manual": ,5";10
Tiib B - Referral of Potential, Criminal Conflct of Interest or Ethics Violations
Tab .c -Memorandum of Understandirg :. FDNOIO
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RESPONSIBILITY AN PROCEDURS FQR REPORTING :MSCONDUCT
AN CRIMIAL OFFENSES

Purose
Detintions
General Policy ,
Procedures for Reporting Allegations of hnproper Conduct
Procedures for RepOrting Allegations of Crimial Offenses
Prohibition of Reprisals Agaist Employees for Providig Information

5- IO~OO

Exhbit 5-10- A . ' Admistrative Offenses

PUROSE

Ths chapter sets forth Deparent of Health and Human Services (HI-IS) policies, procedures;
and assigments of responsibility for reporting allegations of: .

A. hnproper conduct not related to loyalty and securty matters; and,

B. Crial offenses .agaft the United States.

5-10-10 DEFINTIONS

A. As used itHhis chapter, "improper ~nduct" ii:cludes the performance of ope's assigned
duties ~na manner which contributes to abuse or waste of the taxpayers' money, which
threatens the integtityofHHS programs and operations, which is contrary to the '
standards of conduct e~tablished by the appropriate authority, or which constitutes a
prohibited personnel practice (see 5-10-50).

B. ,As.used in this chapter, "crimial offenses" include, but are not limted to,bribeiy;'fraud;
perjur; confiCt of jnterest; embezzlement; misuse of fuds, equipment, and facilti~s;
and other violations of crial law by Governent offcers and e~ployees, grantees,
contractors, andotherpersonsdoing business with the Departent. Note that some
potential crial offenses may also constitute "improper conduct" as defined above

'(e.g., ttavelvoucher fraud); Such allegations should be reportediti accordance with
5~ 1 0-40, entitled Procedures for Reporting Crial Offenses., , '

C. As used in this chapter, "admstrative offenses" are those incidents òfimproper conduct
which ,can.ànd should be handled directly by supervisors with the assistance of their .
servicing personnel office. A list of admiistrative offenses is shown in Exhibit 5-10-A.
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D. Ths chapter does' not coveiprocedures for the handlng of matters related to loyalty and
securty; employee' grievances; equal'employment opportty complaints, including

sexual hassment complaits; classification appeals; or other matters for wmch a formal
Govennentwide review system has been established by the Federal Governent

5-10-20 GENERA POLICY

A.' In order to provide objective unorm procedures for the'handliig of allegations of

wrongdoing covered by ths chapter, it shall be the responsibilty of the Offce ,of .
Inspector General (OIG) to investigate allegations of wrongdoing reported to the 010 or
to refer such allegations to the appropriate operatig division (OPDIV,. theappropriatè
staff division (STAFFDIV, to Assistant Secretar for Adrnistration and Management
(ASAM, toanothel law enforcement agency, or to another appropriate authority.

B. Every employee, supervisor, and management official shall report any allegations of
crial offenses he/she receives, immediately to the oro, U1ess it is clear to himler

that the allegation is, frvolous and has no basis in fact

C. Every employee, supervisor, and management offcial shall cooperate with the OIG

durig the conduct of any investigation.

D., Any employee who has authority to tae, 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 employee asa reprisal for makig a complait or disclosing
information to a aupervisor, mánagementoffCial, or the orG. Ths prohibition does not
apply if the employee who made the complaint, or disclosed the information, knew the
inormation provided was false.

5-10..30 PROCEDURS I!OR REPORTING ALLEGATIONS OF IMPROPER
CONDUCT

A. Submission of AllegationS

Allegations öf improper conduct (non-criminal) should normally be submitted in writing
by an employee to hislher supervisor, a lugher management offcial within the employee's
organization, or the orG. Allegations should, where possible, be supported by any
available documentation. Oral reports are, however, acceptable, and may he necessary if
immediate action is required.
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B. Reportg of Allegations

Supervisors and management offcial shall report any allegations of improper conduct

.(non-crial) received o,r observed to the orG or the next highest Deparent offciåi
with their organation. The head of each OPDIV or ST AFFDN is responsible for

ensurg that all alegations of inproper conduct, other than those that are clearly,
frvolous and have no,basis in fact, are either investigated by the responsible component
with that agency or referred to the OIG for its consideratian ofthe appropriate action to
take. '

C. fuvestigation of Allegations

, 1. Allegations of improper conduct (non-crinal) received by the orG wil be
reviewed promptly and á decision made as to whether an investigation is
waranted. Normally, the administrative offenses shown in Exhbit 5-10-A wil
he handled by the employee's supervisor. If an investigation is waranted, the
OIG wil determe whether the investigation is to be conducted by the OIG, 'by
an OPDN, ST AFFDlV, by ASAM or by other appropriate authority, based uponthe'following considerations: '
a.. An OPDN or STAFFDrv tnay'conduct a non-crInal investigation,

withi its own organation when the 010 determes that the OPDIV or

ST AFDIV is able to conduct the investigation in a fair and imparial, .
manter.

b.. ' The ASAM may conduct an investigation that the orG detetmes
involves prolùbited persoiuel practices or non-crial violations of

established standards öf conduct. The ASAM may also conduct
investigations of cases directly referred to the Department by the Office of
Special Counel (OSe).

c. ' The pIG may conduct an investigation of any allegation of misconduct
received from any source. '

'2. Whenever the 010. determes an inquiry initiated by an OPDIV or ST AFFDN

would more appropriately be handled by the oro, the OIG may assume
responsibilty for completing the investigation.
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D. Ac.tion on Investigation Reports

1. Where an investigatioi1of improper conduct is conducted by an OPDIV or
STAFFDIV, the head of the OPDrv orSTAFFbrv wil proceed as he/she
deteIDes is necessar based upon the findigs of the investigation. He/she wil
worm where appropriate, the Inspector General (IG), the Secretar, or other
Depai1entoffcials ofhislher fidings. Such reports wil be in wrting.

2~ Where an investigatioiiis conducted by the OIG, the OIG wil detenne if the
findings of the investigation require additional action. Where appropriate, the IG
wil infonn the head of the OPDIV or ,STAFFDIV, the Secretar, or other '

Deparent offcials of his /her fidigs. Such reports will .be in writing. '

.3. Where an investigation of improper conduct is conducted by ASAM, the Assistant

Secretar wil take whatever action he/she determes is necessary based upon'the

fjdings of the investigation, or wil refer the findings to'the appropriate authority
for. such action. Where appropriate; he/she 'wil infonn theIG, the Secreta, or

other'Deparent offcials ofms/her fidings, ai:d request further action be taken
as warranted by the findings. Such reports wil be in writing.

E. Record-Keeping

1. The OPDIV or ST AFFDIV head, ASAM, or the IG shall ensure that a fie is
maintained on each investigation which is intiated. The investigation fie shall

contain complete documentar material showig in detail: the basis for the
investigation, the extent of the investigation, persons interviewed and infonnation
furnshed, records reviewed and,infonnation obtaihei;, and ,any other material
pertinent to the investigation. The fie shall also contaIi a record of the action
taken. Files so maI.tained by an OPDIV or STAFFDIV, or ASAM shall be made
available to the OIG upon request.

2; Investigative fies shall be retaiied by the offce wmch conducted the

ihvestigation for a period of 10 years from Jhe date of its completion.
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5-10-40
, .

" P:ROCEDURS FOR REPORTING ALLEGATIONS OF CRIAL '
OFFENSES

A. Cooperation With the Attrney General

The Departerttwil cooperate fully with the Attorney General (AG) and hislher staff in
reportmg, conductig, and assisting with investigations of alleged .crinual offenses
agaist the United States. Though:the Deputy Inpector General for Investigations
(DIm), OIG, the Deparent wil promptly report"'to the AG alleged violations oflaw by
its'employees and agents." '

B. Authority ofOffce of Investigations 

1. The DIG!, who heads the Offce of InvestigatioI1 (or), has been designated by
the Secretar ând the IG, as prescribed by Appendix 3 of title 5, United States
Code to:

a. Provide 'liaison for the Deparent with the AG and his/her staff on all

investigative matters; and,'

b. Conduct investigations of alleged cases of crial wrongdoing by HHS
employees, grantees, contractors, and other persons doing business with
the Departent.

2. The authority of or includes authority to undertake or authorize others to

,undertake such investigations without the prior approval of lugher offcials. The

authority generally does not include investigations oflItters related to loyalty

and securty; employee grievances; equal employment opporttycomplaiits,

inc1udhig sexual harassment; employee civil rights; tort claim; and simlar
admistrative activities that are under the jurisdiction of other HHS offices;

C. Reporting Violations ÓfTitle 18 D.S.C. (Criinal Offenses) bv HHS Employees.

Grantees. Contractors and Others Doing Business with the Departent

1. Any HHS employee who has knowledge of possible crimnal offenses against the
United States by another HHS employee, grantee, contractor, or any other person
doing business with the Deparent, shall immediately report such inforqation
directly to the OIG, to ruslher supervsor or to any management offciaL.

('



JiS Chapter 5- 1 0

General Admstration Manual
Traninttal Date: 12/26/2006 Page 6

2. Supervisors or maagement offcials shall imedíately report any,aUegations or
complaints of cril offenses received, or observations of crimial conduct;

directly to the OIG.The head of each OPDIV or ST AFFDIV shall insure tilat 110
other action wil be taen in regard to the subject of the complaint, without first
consulting with OIG. The head of each OPDIV or STAFFDIViihall also inure
that all such allegations which are received are refèrred to the OIG.,

3. Allegations or complaints should nonnally be made in writing and include any

available documentation. lbs method of reportng enables the OIG to .make an

inormed decision on the hadling of the alleged violation,' once itis received.
Oral reports, however, are acceptable ifit is' believed that iinediåteaction is

required by the OIG. The OI wil detennne if a written,referral report wil be
required. .

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

Deputy Inspector General for Investigations
, Deparent of Health and Human Services '

Offce of Inspector General
, 330 Independence Avenue, S.W., Room 5409
Washigton, D.C. 20201 '

5. ' When 01 has reasonable grounds to believe an HHS offcer or employee has

conutted a crimal offense, it shall promptly notify the United States Attorney
for the Distrct in wmch the alleged violation occured; the Crimial DiViion,
Depar(mt of Justice; or the Federal Bureau of Investigation (FBI).

Ð. Complaints bv Private Citizens

Any person'desirig to brig to the attention ofOIG any complaint tht he/she
considers warants such attention should contact the HHS,Hotline: '

By Phone: 1-800-HHS-TIPS (1-800-447-8477),

1-800-223 -8164
HHSTips~oig.hhs.gov

By Fax:
ByE-Mail:
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By Mail: Departent of Health and Human Services

Offce of hipector General,

Hotline
P.O. Box 23489
Was~ington, DC 20026

E. Adnstrative Actions

1. Allegations Regarding Employees

a. Afer prosecution has been declined, or a crimial matter is otherwise

closed, if admnistrative action by the Deparent appears warranted,OrG
shall fush to HlIS nianagementoffcials inormation that is relevant to
their consideration ofpqtential admistrative action. Note that these
referrals must be consistentwith Federal classification andconfdeiitialiiy
laws.' '

b. Where or conducts an investigation and determnes that a case involves
issues that are the responsibilty of an OPDIV or STAFFDIV, the case '
shall be refered to the appropriate OPDIV or STAFFDrV for f\er
action. The Deparent offcial who takes final action shall report the final
disposition of the case to 01.

c. When a crimial investigationîs ongoing and admstrative action is
being consiClered apart from the crial investigation, the offcial

consderig the adinstrative action must consult with OI before

implementig such action. The OI, in consultation with the Deparment of
Justice, wil assess what e,ffectthe proposed admnistrative action right
have on the crimnal investigatio:a and aqvise the offcial accordingly.' As
appropriate, OlG shall furnish to HHS management offcials information
that is ,releyant to their consideration'of potential 'idrrnistrative action.
Note that these referrals must be consistent with Federal classifipation and
confdentiality laws.
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2. Allegations Regarding Non-Employees

Whenever 01 fuOnD an HHS offcial that it ha initiated ,an investigation of a ,
grantee, contractor, an employee of a grantee or contractor, or an individual doing'
business with .the Departent, the lfS offcial may wish to initiate

. admitrative actions. Ths is a programatic decision. Progrm decisions to

suspend, limt, or teriate fuds must be made based upon facts available,

impact on the program, putentialloss to the Governent, and judgment as to the
validity of the allegation. Offcials contemplatig admstrative action in a case

' being investigated crially wil consult with 01 before takg such action, to
detenne what effect the action may have on such investigation.

.3. Investigative Reports "

Report by the FBI are the propert of the FBI and are loimed to the Deparent.
Reports by both GIG and the 'FBI are for offichil use only. Neither FBI nor OIG
reports, nor their contents,' may be distrbuted outside the component to which

, loaned without consultation with the FBI or OIG as appropriate. All 01 and FBI
i:eportsshould be stored ina secured fie or safe while in the possession of the
component.

F. Procedures for Requesting Investigative Assistance

Whenever the head ofanOPDIV or STAFFDIV requires investigative assistance on
suspected crial activity related to hislher organiation, he/she shall request the
DIOI to provide such assistance. Regional offcials and heads of HHS field installations
shall send their requests for investigative assistance to the address listed in 5- 1 0-40, CA.

5- 1 0-50 PROHIBITION OF REPRISALS AGAIST EMPLOYEES FOR
PROVIDING INORM nON

A. Any employee who has authority to take, direct others to take, reCOmmend, or approve
any persoiiel action,' shall not, with respect to such authority, take or tbieaten to take any

, action againt any employee as a reprisal for makng a complaint or providing any
information pursuant to this chapter. If the complaint was made or the infonnation was
disclosed with the laowledge that it was, false, or with wilful disregard for its trth or
falsity, any action taken against the employee based on those reasons would not
constitute a,reprisal action.
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B. 'No employee sha;ll subject another employee to harassment nor take any action against
that employee as a reprisal for makng ,a complait or providing any inormtion pursuant
to ths chapter.

e. Any employee who believes that he/she has been threatened with a personnel action or
any other action, or who has been harassed or hared by any' action as a reprisal for
having made a. complaint or provided infariation pursuant to tils chapter, IDay request
the OIG to review his/her complait about such reprisaL. Whenever the 01G has reason
to believe that the complaint may bè true, it may, dependig on the circumstances, decide
to conduct the investigation or to refer the matter tô ase or ASAM for appropriate
action. A more , direct option an employee may exercise is filing a complait with the
ase. The ase has the abilty to seek a stay of any agency personnel action from the
Merit Systems Protection Board.
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ADMISTRATIV OFFENSES

The improper conduct offenses listed belQw are considered admtrative in natue. They

should be handled directly by supervsors, with the assistance of members of the servciIg
personnel offce staff. However, supervsors may also request the advice and assistance of the
Offce ofInvestigations (01).

Improper conduct offenses which are considered admstrative in natue include:

A. Leave abuse and other attendance-related offenses, such as tardiness and absence without
leave. .

B. ' Offenses related to intoxicants or other substance abuse by an indivjdual.

C. Negligent performa~ce of, or failure ,to attend to, duties.

D.' Insubordinate behavior and failure to follow inctions.

E. Discoureous behavior and offensive or abusive conduct.

F. Offenses related to fighting.

G. Failure to pay legitinate debts.

H. ' Improper use' of telephone or telephone charge card.

1. 'Other mior infractions of a non-recurg nature~





US Departmént of Health & Human Services
OffIce of Inspector General

Referral of Potential Criminal Conflict of Interest or EthIcs Violations

REFERRG INORMTION:

Referring Party Name: Referrlng OflDIV:

Referrll1g Offcø Name: Offce Phone:

EMPLOYEE/CONTRACTOR INORMA nON:

Subject Full Løgal Name: PoslflonfTUe/Sørløs & Grade:

DOB: ~PDIVIBranch/~gency:. Social Securlty,Number:,

ALLEGATION INORMTION:, (Provide brief summar of each violation)

Violation or Criminal Description: (Please cite specific statute):
, Ethics Statutes

CrIminal Violation or ' Description: (Please cite specifc standard):
Standards or Etlúcal
Conduct

Department POlley
Violation '

Description (Please cite specific HHS-wide policy): "

OPDiV Pôlicy
Violation

Description (Please cite specific ODPIV'policy):

Other Government
Regulation

Description (Please cite specific regulation):

(01 Contlct/thics Referrl Form 11-30-2006)



US Departmerlt of Health' & Human Services
Office of Inspector General

Referral of Potential Criminal Conflict of Interest or Ethics Violations

Position Description

Performance Plan & Evaluation

HHS 520: ~equest for Approval of Outside Activity

SF278/ SF450: Public Financial Disclosure / Confidential Financial Disclosure report '

Copy of OPDIV/Branch/Agency/lnstltute policy governing violation(s)

Copies of prepared reports/memorandums regarding Intervews/meetings with the
referred em 10 ee/contractor:
Copies' of any electronic mail messages or other correspondence relating to this matter

,0 Copy of the incoming allegation

o

Any Additional Remar:ks/Infonnation:

Directions: Pleas,e complete this form and submit all of the information requested for each person
you are forwarding to DIG for review. Only one (1) employee/contractor per form.

Please submit to: Director. Special Investigations Unit

DHHS/OIG/OI/SfU
Wilbur J. Cohen Building
330 Independence Avenue, SW
Room # 5409
Washington. DC 20201

The Departent's General Administrative M¡mual (5-10-20) requires that allegations of potential criminal conduct, by HHS
employees be riiferred to the OIG. OPDIVS may choose 10 refer non~lmlnal violations to theOIG al! they deem necessary. In
referrng such non-criminal conflict of Interest or ethics mattrs, this form may also be utilized.

2
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Memorandum of Understanding

Between the F()od and, Drug Administration

and

Office ofInspector General

Deparent of Health and Uuman Services

PUROSE:

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

necessity for maintaining a capa'ble and trained ¡mernal investigational unit to conduct internaJ, '

investigations, to providè a centralizédinvestigative liaison between the Food and Drug

, ,Administration (FDA) ard the Offce ofInspector General (OIG), and to support the OIG's

criminal investigations that involve FDA employtes, the two components enter into ,this

Memorandum of Understanding concerning the procedures they wil observe in internal ', , .,

investigations involving FDA employees.

THE OFFICES

A. The Offce ofTnspector General

The Inspector General Act of 1978, Public Law 95-452, as amended by Public Law 100-504,5

US.C. App., established the, Office ofInspector General as an independent office within the

Department of Health and Human Services (HS). A major purpose ofthe erG is to "conduct, "
and supérise audits ard investigations relating to the programs and operations of (llS)."
Section 2(1) of the Inspector General Act. The Act furter provides that, "in carrig out the

Page 1 of 5
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duties and responsibilti.es estab lished under this Act" each Inspector G~nerai shaII report,

expeditiously to the Atto~ey General whenever the Inspector General has reasonable grounds to

believe there,has been a violation of Federal criminal law." Section 4(d).

B. .The Office ofIntemal Affairs

The FDA, including its Offce of Crminàl Investigations (OCr), is' a component ofHHS and is.

responsible for implementing the Food,. Drug, and Cosmetic Act, 21 U.S.C.'§ 321 ~ and

other statutes. The Office ofIntemal Affairs (alA), which is staffed by special agents detailed,~ -. .
from OCI; was authoried aI1d establisped by the Secretar ofHHS~ withri the FDA,. Office of

Commissioner., to conCluct internal investigations of employee misconduct. '60 Fed. Reg. 4417,

(January 23, 1995); The OlA Statement ofOrgaizatiori states that OIA "provides a centrlized'

investigative liaison betWeen FDA and (OIG)" and shaIl serve "as an FDA investigative resource

to conduct internal FDA investigations and tosupportOIG investigations." Id.
..

PROCEDURS

1. FDA wil coIitinu,e tò ensure that its Office ofInternal AffaIrs (OlA) is properly equipped and

supported and staffed withtiained'and experienced criminal investigators (181 I-series),.aId wil

continue to refreshth~ alA staffpy assignng agents from FDA's ()ffice of Crminal

Investigations tothe OIA for duty tourson.a rotating basis.

2. The OIG wil continue to ,staff its FpA investigations with trained and experienced criminal

investigators (181 I-series), ard wiiI endeavor to provide adequate resources for investigations SQ

as to enable OIA to investigate promptly after allegations are made.
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3. OIG and FDA's alA shall have prompt access to all fiés and documents within the FDA

relevant to their investigations, and the resulting open investigative fies and documents ofthese

investigative entities .shall be disclosed outside the Department only to prosecutors and other law

eriförcement entities, consistent with applicable law and regulation and as necessar to

acqomplish the respective missions .of the OIGand OIA.

4. When alA receives an allegation of criminal misconduct or violation of theHHS standards

of conduct by ,an HHS employee, OIA shån imediately notifY, the aia inwritingorby

electronic maji' Similarly, when OIGreceives an alleKatton of criminal misconduct or violation

of the HHS standards of conduct by an .FDA employee it shall; as appropriate with its role under

the Inspector General Act, imediately ~otIfy OIA in writing, or by electronic maiL. This

notification by the OIG should occur unless tb,e OIGdètermines that the IlötificatIon is

,inconsistent with its role uiiderthe Inspector General Act.

5. If, at anypoint during an investigation, ,OIA determines that a criminal violation has likely

been commtted by an FDA employee, OIA shall immediately notify the OIG in wrting or by

electronic :maiL. If at any point during an OIG investigation, OIG determines that a criminal

, violation by an,FDA ei:Ployee has likely occurred, but the OIG determines it wil not investigate

that violation, it wHi, as appropriate with OIG's role under thê'Inspector General Act,

immediately notifY the alA in wrting.or by electronic. maiL.

6. In recogntion of the availability'ånd performance of the FDA-alA as an existing, trined,. ,
equipped and supported investigative unit engaged in investiKations of allegati.ons of vÍolative or, "' ,

, ilegal conduct by FDAemployees,and to avoid the duplication of resources and, effort that

would result from dual focus on any paricular investigation, both components anticip~te that

': such investigations wil be conducted expeditiously by FDA's OIA,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 OJA, to

replace orÁ as the primar agency assigned to an investigation of aIi FDA employee. : OIA wil

maintain an open fie until it receives a fjnal sumnary and disposition from theOIG on such

cases: Any refemilofan investigation by the oro to the OIA wil be made expeditiously,'

enabling orA to begin any necessary investigation on current informa~ion. If OIA believes that

its development of an investigation requires issuance of a subpoena duces tecum, it may request

that the OrGpursue the, case jointly with the alA.

d 7. 'A headquarers DIG/OJ supervisor wil meet with the OIA Special Agent in Ch~rge on a

.
monthly basis for the purpose of ~xarining all open investigations or cases, preliminar

investigations, and anyother infonmi.l investigative matters which in thejndgment òfOIA would

be of interest to OrG. OIA wil provide OrG with a report of all open, investigations ,or cases,

preliminary investigations; and any other informal investigative, matters which in the judgm~nt of

, OIAwould be of interest to OIG. TheÖutcome of all cases and investigRtions concluded during,

the coure oftheprevious month wil also be discussed at tms mee~g.

l-

, '8. The OlA wil provide reasonable notice to the bIG prior to any presentation to the

Deparent Of Justice of an investigation in order to aIlow OIG to'pâTicipate in the presentation

if OrG chooses.

This Memoradum ofUnderstandiiig is entered into voluntarly by both oro and FDA. It may'

be modified at any time by agreement ofthe paries and may be termnated upon thi days prior, ,
, wrtten notice by either agency. '

, This Memorandum ofUnderst~ding shall become effective upon the date of signng by both

paries and shall continue until it is modified or terminated.
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,~~~
MichaeL. A. Friedman, M.D. '

Lead Deputy Commissioner
Food ~d Drug Administration

.:

Signed this 3d r i day of Ji¡ 1'1 ,1998

¿;~

I-
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.'1. 'i.

Memorandum of Understanding

Between the Food and, Drug Adroinistration

and

Office ofInspector General

Departent QfHealth and Fluman Services

PUROSE:

Recognizing the statutory mandates of both components,and their i~portant roles, and the

necessity for maintaining a capable ard trained i~temal investigational unit to conduct internal

investigations, to provide a centralized investigative IiaisonbetWeen the Food and Drug, ,' "' ,
, Administration (FDA.) and the Offce ofInspector General (OIG), an~ to support the OlG's '

,criminaI investigations that involve FDA employtes, the two components enter into -this

Memorandum of Understanding conceining the procedures they wil observe in internal

investigations ~nvolving FDA employees.

!-

THE OFFICES

A. The Office ofTni;pector General

, "' ,
, 'The Inspector General Act of i 978, Public Law 95-452, as amended by Publíc Law 100-504, 5

D.S.C. App., established the Offce ofhispector General as åi independent office withn the,

Department of Health and Human Services (HS). A major purpose ofthe,OIG is to "conduct

and supervise audits and investigations relating to the programs and operations'of(HS1;"

Section 2(1) ofthe Inspector General Act. The Act'further provides that, "in carng òut the
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duties andTesponsibilti,es established under this Act"each Inspector General shall report, '.
expeditiously to the Attorney General whenever, the Inspector General has reasonabIegrounds to

believe there has,been a violation of Federal criminal law." Section 4(d).

B. lhe Offce ofTnten:al Affairs

The FDA, i~cluding it~ Offce of Criininal fuvestigations(OCI), is',a component ofHHS andis :

responsibleforimplementing the' Food,.Drug"and Cosmetic Act, 21 U.S.C.'§ 321 ~ and

other statute~. The Offce ofIntemal Affairs (OlA), which is staffed by spectal agents detailed.. , '
from OC!, was authoriedaiid esablisp:ed by the SecretarnfHHS, withn the FDA,C?ffice of

Commissioner. to conduct internal investigations of employee misconduct. 60 Fed. Reg. 4417

(January 23, 1995). The OIA Statement of Organzation states thatOIA "provides a centrlized, ,
investigative liaison betWeen FDA and (OIG-)" and shall sere "as an FDA investigative resource

to coIiduct internal FDA iIivestigationsa~d to supportOIG investigations." !d.
I-

PROCEDURS

1. FDA wil continue to ensure that its Offce of Internal Affairs (OlA) is properly equipped and

supported and staffed with trained and experienced criminal mvestigatorS ,(181 i ~seri,es),. and' wil

continue to refresh the OlA staffpy assignng agents from FDA's Office ofCriIninal

Investigationstothe alA for duty tours ona rotating basis.

2. The OIG wil continue, to staff its FI?A investigations with trained and experienced criminal

iiivestigators (1811":series). ard wiIl endeavor to provide adequate resources for investigations sa,

as to enable OlA to investigate pmmptiy afer allegatIons are made.
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3. OIG and FDA's OIA shall have prompt access to all fies and documents within the FDA

relevant -to theidnvestigations, and tpe resuItingopen investigative fies ~d documents ofthese

investigative entities ,shall be disclosed outside the Department only to prosecutors'and other law

enforcement entities, consistent with applicable law and regulation and, as, -necessar to

ac~omplish the respective missions of the OIG and OLA.

4. When OIA receives án allegation of criminal misconduçt or violation. of the HHS standards

, , of conduct by an HHS employee, OlA shall iriediately notify the OIG in'writing oiby

electromc maiL. Similarly, wheaOIGreceives anallegati,on of criminal tnsoonductor violation

of the HIS standards of conduct by an .FDA employee it shall, as appropriate with its role under.

tlie Inspector General Act, imrediately notify OlA in writing, or by electr~iûc maiL. This

notification by 'the OIG should occtU unless, the OlGdetermines that i:e llotificatioll is

. inconsistent with its role under the l~pector General Act.

5. If, at any point during an investigation, ,alA determines that a criminal violation has likely ,

been commtted by an FDA employee, OIA shall immediatelytiotify the OIG in wrting or by

,electronic maiL. ' If at any poiiit during an OIG investigation, OIG determines that a criminal

violation by an,FDA employee has likely occurred, but the OIG determines it wil not investigate

, that violation, it wili, as appropriate with OrG's role under themspector General Act,

, immediately notify the OIA in wrtig or by electroniC( maiL.

,6. In rec.ogntionof the availabilty ànd performanoe of the FDA OIA, as an existing, trained"

equipped and supported investigative unit engaged in investÍKations ofallegafi.ons of violative or

ilegal conduct by FDA employees, and to avoid the duplication of resources and, effort tlat

would result from dual focus on any paricular investigation, both components anticipate that

.: suchînvestigations wil be conducted expeditiously by FDA's OIA, subject to OrG's reservation
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of the right in all cases to pursue a case jointly with OIA, or, after consultation with OIA, to

replace OlA as the primar agency assigned to an investigation of an FDA employee., OIA wil

maintain an open fie until it receives a fInal sumnary and disposition from the OlG on such

case~: Anyreferral.ofan inv"estigation by the OlG to the OlA wil be made expeditiously,, , '
en.~blìng OIA to begin any necessar investigation on current informa~ion. If OIAbelIeves that

its development of an Ínvestigåtion requires issuance öf a subpoena duces tecum, it may request

that the OlG pursue the case jointly with the OlA.

'7. A headquarters OIG/OI supervisor will meet with the OlA Special Agent iIi Ch~rge on a
.

monthly basis for the.purpose of examining all open investigations or cases, preliminary, .
investigations, and any oth~r inormal investigative mattei's wmch in the judgment òf OlA would,

be of interest to OIG. OIA wil 'provide OIG with a report 'of all open investigations or cases,

, ' preliminar investigations; and any other infomial investigative matters 'Yliich in the judgitnt of
0-, ,

OIA-would be of interest to OlG. The outcome of all cases andinvestigRtions concluded during,

the course of the previous month wil also be discussed at tls meetig.

8. The orA wil provide reasonable notice, to the oro prior to any presentation to the

Deparent of Justice of an investigation in order toaUow oro topaTicipate in th.e presentation

if 010 chooses. ,

This Memoradum of Understanding is entered into voluntarly by both OIG and FDA. It may.

be modified at any time by agreement of'he pares andinay be termnated upon thi days prior

wrtten notice by- either agency.. . . .
, ' This Memoradum ofUnderst~ding shall become effective upon the date of signng by both

paries and shall continue until it is modified or terminated.
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,rn~~
Michael A. Friedman, M.D.
Lead Deputy Coiissiöner ,
Fóod a~d Drug Administration

(

..

Signed this J~ r ( day of J It II ' . 1998

st~

..

'.
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