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o (formerly 225-03-8001 and 225-00-8000)
MEMORANDUM OF UNDERSTANDING |
Between the o
FOOD AND DRUG ADMINISTRATION
And the ;

CENTERS FOR DISEASE CONTROL AND PREVENTION

L PURPOSE

This Memorandum of Understandmg (MOU) between the Food and Drug Admlmstratxon

(FDA) and the Centers for Disease Control and Prevention (CDC) prov1des a framework =~
for coordination and collaborative efforts between these two agencies which are both

components of the Department of Health and Human Services. This MOU also provides

the principles and procedures by which information exchanges between FDA and CDC

shall take place.

This memorandum supersedes the Memorandum of Understandmg Between the Centers
for Disease Control and the Food and Drug Admmlstratlon dated 6/26/00 regardmg the '
exchange of mformatlon and coordination of : actlons ) .

O IL "BACKGROUND

FDA and CDC are sister agencies within the Department of Health and Human Services.
Both FDA and CDC exist and work to protect the public health but have dlfferent
statutory mandates and respon31b111t1es .

FDA is a regulatory agency responsible for protectmg the pubhc health through the
regulation of food, cosmetics, and medical products, including drugs ‘biological products
animal drugs, and medical devices. FDA administers the Federal Food, Drug, and
Cosmetic Act and relevant sections of the Public Health Service Act, among other
statutes. Among its duties, FDA approves pre-market apphcatlons conducts inspections
of manufacturing facilities, and monitors post-marketing adverse events. FDA also
initiates civil and crlmlnal litigation to enforce apphcable Iaws and regulatlons

CDC is charged with protectmg the pubhc health by pr0V1d1ng leadershxp and dlrectlon in
“the prevention and control of diseases and other preventable conditions and by
responding to public health emergencies. CDC administers relevant sections of the
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_ Public Health Service Act, the Occupational Safety and Health Act, the Clinical =~
Laboratory Improvement Act, and the Federal Mine Safety and Health Act. CDC, among
other activities, administers national programs for the prevention and control of
communicable and vector-borne diseases, enforces quarantme regulatrons and works to
monitor and control disease outbreaks. :

cDC’ 's and FDA'’s respective missions to protect the publrc health may overlap ina
variety of ways dependmg upon the subject matter. Each agency has a respon51b1hty to
work collaboratively to protect and i improve public health. It may sometimes be the case
that FDA or CDC will be in possession of information that could be useful to the other
agency in that agency’s’ performance of its responsibilities. Tnnely shanng of
information between CDC and FDA is therefore crmcal to protectmg the public health

. SUBSTANCE OF AGREEMENT AND RESPONSIBILITIES

OF EACH AGENCY
A. Coordination and Collaboratron Relative to Publ’ic Health Aotiyities“ B
It is mutually agreed that:

1. Each agency will coordinate and collaborate with the other agency to
protect and improve the public health. To achieve this, each agency will
utilize the expertise, resources, and relationships of the other agency in
order to increase its own capability and readiness to respond to emergency
situations. In addltlon each agency will designate central contact points

- where communications from the other agency, dealmg W1th matters
covered by this agreement, should be referred '

2. Each agency will participate in penodlc joint meetmgs to promote better
communication and understanding of regulations, policies, and statutory
respon31b111t1es and to serve as a forum for questrons and problems that
may arise.

3. Eac_h agency will notify the other agency as soon as possible when issues
of mutual concemn become evident.

4. Each agency will collaborate with the other agency in all 1nvest1gat10ns of
mutual concern. Such collaboration may include provrdmg alerts to the
other agency regardlng disease outbreaks encountered as part of its
activities; providing technical advise in areas of recogmzed expertrse
providing results of analysis; making avallable expert thnesses and
exchanging mformatlon as described in sectlon IH B. ‘

5. Each agency will consult with the other before i issuing press or scientific
releases or publications that may have a significant 1rnpact on the other
agency.



6. Each agency W111 refer its proposed regulatlons guidances, or
recommendations that may have a 51gn1f cant impact on the other agency
for review and comment by that agency before pubhcatlon

7. This agreement does not preclude CDC or FDA from enterlng into other
agreements which may set forth procedures for spec1al programs Wthh
can be handled more efﬁcrently and expertly by other agreements

B. Principles and Procedures for the Exchange of Informatron That is Not
Publicly Available

FDA and CDC agree that the fo]IoWingprinCiples and procedures will governthe
exchange or nonpublic information between the two agencies.
Although there is no legal requrrement that FDA and CDC exchange mformatron in aII

~cases, FDA and CDC agree that there should be a presumptlon in favor of full and free
sharing of information between FDA and CDC. As sister public health agencies within

- the Department of Health and Human Services, there are no legal prohlbltlons that

preclude FDA or CDC from sharing with each other most agency records in the
possessmn of either agency. Both agencies recognlze and acknowledge however, that it
is essential that any confidential information that is shared between FDA and CDC must
be protected from authorized public disclosure. See e.g., 21 U.S.C. sec. 331(]) 18 U.S.C.
section 1905; 21 C.F.R. Parts 20 and 21; 42 C.F.R. Parts 5 and 5b, and 42 U.S.C. section
301(d). Safeguards are important to protect the interests of, among others, owners and
submitters of trade secrets and confidential commercial information; patlent identities and
other personal privacy information; prmleged and/or pre' decisional agency records; and
information protected for national security reasons. Such safeguards also help guarantee
FDA’s and CDC’s comphance with apphcable laws and regulatrons

To facilitate the sharing of mformauon wrth each other it is necessary that FDA and
CDC implement procedures to ensure, at a minimum, that such sharing of information is
indeed appropriate and that the recipient agency guards the confidentiality of all
information received. 'There are separate procedures, as described below, for routine
requests for information and for emergency requests. It is incumbent upon both agencies
to respond to requests for information in a timely manner. Any unauthorized disclosure

- of shared confidential information by the agency receiving the mformatlon shall be the "
responsibility of that agency.

1. Routine Requests for Information ;

a. The requesting agency must demonstrate in wrmng, why it is
necessary for it to obtain the requested information. Thrs

' It is assumed that each agency has :mplemented or wrll |mplement all data and‘ mformatlon
security requirements and has rmplemented or will implement, to the e extent '
practlcable all data and information secunty recommendatxons ,' '




demonstratron should consrst ofa summary that descrrbes in detall o

the information requested (to facilitate identification of relevant
- records) and a brief statement of the purpose for which the
~information is needed. This request shall state which internal
agency offices and/or 1nd1v1duals requested the mformatron A
‘model request letter is attached o

b. The agency rece1v1ng the request for information shall, based ‘upon
~the sufficiency of the need-to- know demonstratlon described in

section III B 1a above determine whether ltAIS approprrate to share o

the requested 1nformat10n wrth the requestlngagency The need-
to-know threshold is a low one. As stated above, there is a.
presumption in favor of information exchange between FDA and
- CDC. An agency should only decide not to share informationin
response to a request if it has credible information and a reasonable
~belief that the requestlng agency may not be able to comply with
apphcable laws or regulatrons governing the protection of non-
_public information or with prlncrp]es or procedures set forth in the
‘MOU. If an agency decides that it is not appropriate to share
1nformatron with the requestmg agency, it shall descrrbe to the
' ,requestmg agency the reasons for such decrs1on o

c. The requestlng agency agrees that 1t shalI comply wrth the
followrng conditions:

--The requestrng agency shaII hmrt the dlssemmatron of shared
1nformat10n it receives to internal ‘agency offices and/or mdrvrduals that
have been 1dent1ﬁed in its written request ‘and/or have a need-to-know.-
The agency official who signs the request letter will be responsrble for
ensuring that there are no other rec1p1ents of the mformatlon "

‘ ‘ --The requestmg agency shall agree in Wrrtmg not to publicly
disclose any shared information in any manner including publications and
public meetings. If the requesting agency wishes to disclose shared
information, including 1nformat10n that it beheves is pubhcly releasable, it
shall first request and obtain’ the written permrssron of the agency that has
shared the information. If the requesting agency receives a Freedom of
Information (F OIA) request for the shared mformatron it will refer the
request to the information-sharing agency for it to respond dlrectly to the
requestor regarding the releasabrhty of the mformatlon In such cases, the
agency making the referral will not1fy the requestor that a referral has been
made and that a response Wlll issue drrectly from the other agency.

~-The agency that shares 1nformat10n with the requesting agency .
shall include a transmittal letter, along with any agency records i
exchanged. The transmlttal letter shall rndrcate the type of mformatron



(e.g., confidential commercial infohnation,personal privacy, or pre-
decisional). A model transmittal letter is attached.

--The requesting agency shall promptly notify the appropriate
office of the information-sharing agency when there is any attempt to
obtain shared information by compulsory process mcludlng but not
limited to, a FOIA request, subpoena, dlscovery request, or litigation
complaint or motion.

--The requesting agency. shall notrfy the 1nformatlon sharmg
agency before complymg with any Judlcral order that compels the release
of such information so that the agencies may determine the appropnate o

- measures to take, mcludmg where approprrate ‘the ﬁlmg of a motlon or an

2.

appeal w1th the court.

Emergency Requests for Conﬁdentlal Informatron

In cases in which the requesting agency has a need to obtam certain 1nformat10n as soon
as possrble due to emergency circumstances, such as a foodborne 1llness outbreak, FDA
- and CDC may utilize the followmg procedures. These procedures are intended for use

only in the case of an actual emergency 51tuat10n and are not approprrate for routme -
requests for 1nformat1on :

- a. The requesting agency shall 1nd1cate orally orin wrltmg to the agency

Iv.

‘in possessmn of the relevant 1nformat10n that it has the need to obtain
certain identifiable information as soon as ‘possible ue'to’the exrstence
of emergency circumstances. The requesting agency shall also o
descnbe what the emergency circumstances are. '

b. The requestmg agency shall verbally agree to protect from ' .
unauthorized public disclosuré any and all information that is shared
accordmg to all apphcable laws and regulatlons

c. The existence of an actual emergency situation shall warrant, as
determined by the agency in possession of the requested records, the
waiver of the need-to-know demonstration and determination
described above in section III Bla and B 1b. However, once the
requesting agency has obtained the info ks, it shall
comply with those procedures set forth ins tlonIII,Bflc above

NAME AND ADDRESS OF PARTICIPATING PARTIES

Food and Drug Administration

Department of Health and Human Servrces
5600 Fishers Lane ,
Rockville, Maryland 20857



B. Centers for Dlsease Control and Preventxon
Public Health Service
Department of Health and Human Serv1ces :
Atlanta, Georgla 30333 '

IV.  LIAISON OFFICERS
A.  Contact for FDA:

~ Ellen F. Morrison, Director
Office of Crisis Management
Emergency Operations Center
Food and Drug Administration
Rockville, MD 20857
(301) 827-5660 ‘

Bb.‘ Contact for CDC:

- Steven L. Solomon MD.
Director, Coordinating Center for Health and Informatlon,Servxces
Centers for Disease Contro] and Preventlon o
* Atlanta, Georgia 30333 o
(404) 498-0123

V. PERIOD OFAGREEMENT;;_, o

Thls agreement becomes effectlve upon 51gnature of both partles mhd"wﬂl contlnue for
three years. It may be modlﬁed by mutua] consent or termmated by elther party upon
120 days written notice.

Attachments
Model Request Letter
Model Transmlttal Letter

APPROVED AND ACCEPTED FOR
THE CENTERS FOR DISEASE

CWANWVENTION
v Ona S Ql

T}lie Louise Gerberding A1.1\, M.P.H.
irector, Centers for Dis ontrol’
and Prevention

Date: QL \JUN 14 R Date - June S’ 2006‘

drew C. von Eschenbach, M.D.
Acting Commissioner of Food and Drugs




L4 Model Language for Request

The Centers for Dlsease Control and Preventlon (CDC) has requested the followmg
1nformat10n from FDA for the folIowmg purposes [Identlfy mformatlon and purpose]

or

CDC hereby requests the followmg 1nformatlon frorn FDA that it w111 use for the o
followmg purposes: [Identlfy 1nformat10n and purpose]

cDC agrees that it w1ll not pubhcly disclose any such mfonnatlon“zthat FDA shares Wlth R

it without prior written perm1551on from FDA and that it will compl‘)}‘WHh the pr1nc1ples '
and procedures set forth in the Memorandum of Understandlng on information shanng

~ between CDC and FDA. Applicable Iaws and regulations prohlbrt the disclosure of such’w”_‘ ‘

information. See, e.g., 21 U.S.C. §331(]) 18 U.

3.C.§1905,21 CFR. Parts 20 and 21,
42 CF.R. Parts 5 and 5b and 42 U, S.C.§301(d).

CDC will limit dlssemmatlon of 2 any ‘shared mformatlon to the followmg CDC ofﬁces
- and/or employees [Iden’ufy ofﬁce(s) and/or employee(s)] .

Name , - Date

[Signature and Date by CDC official with requisite reSpoﬁéi“Bi'lity and authority.]




Model Language _fof Request

The’quc:)d and Drug Administraﬁ,on (FDA) has reque's’ted the following information from
the Centers for Disease Control and Prevention (CDC) for the following purposes:
[Identify information and purpose] o SRR R

Or

FDA hereby requests‘the following information from CDC for the following purposes:
[Identify information and purpose] ‘

FDA agrees that it will not publicly disclose any such information that CDC shares with
it without prior written permission from CDC and that it will comply with the principles
and procedures set forth in the Memorandum of Understanding on information sharing
between FDA and CDC. Applicable laws and regulations prohibit the disclosure of such
information. See, e.g., 21 U.S.C. §331(j); 18 U.S.C. §1905, 21 C.FR. Parts 20 and 21,
42 C.F.R. Parts 5 and 5b and 42 U.S.C. §301(d). -

FDA will limit dissemination of any shared information to the following FDA offices
and/or employees: [Identify office(s) and/or employee(s)]t A

[Signature.and Date by FDA official with requisite responsibility and authority.]



[Model Transmittal lé;tferr,ffdrﬁ CDC to FDA]

, - This letter accompanies agency recordsthat the Center for Disease Control and
Prevention (CDC) is sharing Wlth the Food and Drug Administration (FDA) in response
to FDA’s request, dated . These agency records contain one or more of
the following categorles of non-public 1nformat10n mcludmg mformatlon the public

disclosure of which may be prohlblted by law: :

[CDC checks applicable numbers below]

__ trade secrets;
confidential commercial or financial information;
information the dlsclosure of would constltute a clear]y
unwarranted i invasion of personal privacy;
~ information subJect to the Privacy Act;
intra-agency records; Lo
records or information compiled for law enforcement purposes or
information protected for national security reasons

FDA shall notify the appropriate office of the information-sharing agency if there
are any attempts to obtain shared information by compulsory process, including by not
limited to, Freedom of Information Act requests, subpoenas, discovery requests, and
litigation complaints or motions.

FDA shall notify the information-sharing agency before complymg with any
judicial order that compels the release of such information so that FDA and/or CDC may
take appropriate measures, 1nclud1ng filing a motion with the court or an appeal

FDA has agreed, by this letter or e-mail and by a signed request letter dated
, hot to publicly dlsclose the above-described information without prior
written permission of CDC. FDA acknowledges that applicable laws and regulations
may prohibit the disclosure of such information. See, e.g., 21 U.S.C. §331(j); 18 U.S.C.
§1905, 21 C.F.R. Parts 20 and 21, 42 C.F.R. Parts 5 and 5b and 42 U.S. C. §301(d).
FDA also agrees to comply with the principles and procedures set forthinthe
Memorandum of Understanding between FDA and CDC, cite.



~ [Model Transmittal letter from FDA to CDC]

This letter accompanies agency records that the Food and Drug Admrmstratron
(FDA) is sharing with the Center for Disease Control and Prevention (CDC) in response
to CDC’s request, dated . These agency records contain one or more of
~ the following categories of non-public mformatlon 1nclud1ng mformatron the public
disclosure of which may be prohibited by law:

[FDA checks applicable numbers below] :

____ trade secrets;

—_ confidential commercial or ﬁnanc1a] information;

information the disclosure of which would constitute a c]early
unwarranted invasion of personal privacy;

information subject to the Privacy Act;

intra-agency records;

records or information compiled for law enforcement purposes or
information protected for national security reasons

CDC shall notify the appropriate office of the information- -sharing agency if there
are any attempts to obtain shared information by compulsory process, including by not
limited to, Freedom of Information Act requests, subpoenas, dlscovery requests, and
litigation complaints or motions.

'CDC shall notify the information-sharing agency before complying with any
judicial order that compels the release of such information so that FDA and/or CDC may
take appropriate measures, including filing a motion with the court or an appeal

CDC has a‘greed, by this letter or ,e-mail and by a signed request letter dated
, not to publicly disclose the above-described information without prior
written permission of FDA. CDC acknowledges that applicable laws and regulations
- may prohibit the disclosure of such information. See, e.g., 21 U.S.C. §331(j); 18 U.S.C.
§1905, 21 C.F.R. Parts 20 and 21, 42 C.F.R. Parts 5 and 5b and 42 U.8.C. §301(d).
CDC also agrees to comply with the pnn01ples and procedures set forth n the
Memorandum of Understandmg between FDA and CDC, cite.



