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FDA MQUNo. 225-07';1000 

MEMORANDUM OF UNDERSTANDING FOR SHARING OF NON-PUBLIC
 
INFORMATION
 

between the
 
FOOD AND DRUG ADMINISTRATION
 

CENTER FOR BIOLOGIC$,EVALVAnON AND RESEARCH
 
, and the 

NATIONAL INSTITUTES OF HEALTH 
N~TIONALHEART, LUNG, AND BLOOD INSTITUTE 

I. PURPOSE 

This Memorandum ofUnderstanding (MOU) between the Food and Drug Administration/Center
 
for Biologi~ Evaluation and Research (FDAfCBER) and the National ~titutes of
 
HealthlNational Heart, Lung, and ,Blood Institute (NJHlNHLBI)provi<;le~a framewo~k for
 
coordinationand collaborative efforts between these two parties, whi~h are bothcomponeiltS of '
 
the Departmerit of Health andHlUllan Services. This MOV also provides the principles and
 
procedures by which inforination sharing between FDA/CBER and NIH1'NlII:-BI will take place.
 

.' 

.'. II." BACKGRpUND' 

FDA and NllI ate agencies within the Department ofHealth and HUman serVices (DHHS). Both
 
FDA andNllI exist andwork to protect the public health but have different Statutory mandates
 
and responsibilities..' . ,
 

FDA is a science-b~d regulatory agency responsible for pr~tectingthe public health through the
 
~gu1ation of food, cosmettcs, radiation-emitting devices, and medical'ptoducts, including human
 
drugs, biological productS, animal dI;ugs, and medical devices. FDA CJdministc::rs the Federal
 
Food, Drug, and Cos~etic ~ct and relevant ~ti9ns of the Public Health Service.Act, among ,.
 
other statutes. Among itS duties, Fl)A r~views and~onitors'the use of inveStigative,articles in
 
clinical Studies...conducts on-site inspections ofbiomedical research, approves pre-market: ,
 
applications, conducts regulatory research, conducts ,inspections ofmanufacturing facilities, and
 
monitors post-marketing adverse events. FDA also refers civil and criminal cases to the
 
Department of]usticeto enforce applicablelaws and regulations. Within FDA, CBER's mission
 
is to protect and enhance the public health through reguJati-on of biological and related products
 
Including blood, vaccines, hwnan cells, tissues, or cellular or tissue-based 'products, allergenics,
 
and many combination prod'ucts according to statutory authorities in Sections 351 and 361: of the
 
Public Health Service Act and in specific sections of the Federal Food, Drug, an'd Cosmetic Act. ..
 
The regulation of these productS is founded on science and la~ to ensure their safety, purity, and
 
potency, including effectiveness. '
 

The Nll-I is the Federal focal point for biomedical research in the United SU\tes.. The NIH
 
niission is to uncover new knowledge that willle~d U> better health for everyone. The NIH
 
works toward that mission by conducting research in its own laboratories; supporting the
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research of non-Federal scientists in universities, medical schools, hospitals and research 
institutions throughout the country and abroad; helping in the training of research investigators; . 
and fostering communication of medical infonnation. Within the Nll-I, the NHLBI, a component 

. Qfthe Nlli; is the nation's leading supporter ofbiomedica1 research on disorders of the heart,
 
Iung, and blood systems and the mission of the NHLBI is to reduce the burden of disease in this
 

. areas. To achieve its mission of reducing the public health burden associated with heart, lung, . 
and blood diseases, the NHLBI condUCts, fosters, coordinates, and guides research on the causes, 
prevention, diagnosis, and treatinent ofheart, vascular, lung, blood, and sleep disorders, 
including basic research in related scientific areas. 

The ~issions ofFDA and the NIH are complementary and dtay overlap depending upon the 
. subject matter. The agencies work collaboratively to protect and improve public h~th. There 
are occasions when FDAlCBER or NIHlNHLBI may have information that could be use~ to the . 
other party in that party's perfonnance of its responsibilities. Timely sharing ofinfonnation 
between FDNCBER and Nll-IINlILBi may often be critical to protecting and improving the 
public heaith.· ;	 .. 

lli. SUBSTAN~E'~FAGREEMENT AND RESPONSmILITIES OF EAClI AGENCY . 

A. Coordination and Collaboration. Relative to Public. Health ActiYities 

It is mutually agreed that, on·~ as needed basis ~d as resources permit: 

1.	 FDNCBER (U}d NlHlNHLBI will ~rdinateand collaborate with each other to 
pro\echnd improve the pub~ic health.. ~hparty wilI utilize the expertise, resources, 
and relationships ofthe other in Order to increase its own capability and . 
responsiveness, but. all activities under this MOU are subject to the availability of 
personnel, resources, and appropriated funds> In addition, each party will designate 

. central Contact pOints) to cO,Ordinat~ communications frQm the other concerning . 
matlerscovere<lby thi~ agreement. . .. 

..	 .". 
2.	 Each party will participate in periodic meetings to promote better comnluoication and 
. understanding of regulations, policies, and statutory responsibilities, and to serve as a 

/ forum for discussion of scientific an~ clinical topics, questions and problems that may~ 

arise. 

3~·	 Each party may notifY the other when important issues ofmutual concern regarding the 
public health becOme evident to the extent such notificationdoes not interfere with the 
public health, oversight, enforcement, or co~plianceresponsibilities of the notifying 
agency.	 . 

I See section v. of this MOU. 
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4.	 The parties will work together to create an Implementation Work Plan. This 
Implementation Work Plan will itemize specific projects and activities that constitute 
the substance of the collaborative arrangement between the two agencies, and is 
intended to serve as a general working plan for each Office within FDNCBER and 
NlliINHLBI program areai- to use incarrying out this agreeinent The parties will 
follow the principles and procedures set forth in this MOU when creating and cariying 
out the Implementation Work Plan, 

5.	 This agreement does not preclude FDNCBER or NIHlNHLBI from entering into other 
agreements that may enable special progi'ams to be handled more efficiently and ' 
e~pertly. 

B. Principles and Procedu~es for tbe Sharing of Non:"Pubiic Information 

FDNCBER and NlHJNHLBI agree that the following principles and p~uies will 
govern the sharing ofnon-public information, as resources permit, between the two 
Parties." -- - . 

[ 

- Although there is'no legal requirement that FDNCBER and-NlliINHLBI exc~ge 
information in all ~ FDNCBER andNlH/NHLBI agree ~ there should be a 
presumption in favor offull and free sharing ofinformation between FDAlCBER and 
NIHINlILBI. As public health agencies within DimS, there are no legal prQlllbitioIis'that 
preclude FDA or the NIH from sharing with each other most infonnittion in the 
possession ofeither ageJ.lcy. Both parties recognize'and 8:Cknowl~ge, how~er,that all 
non--pubJic information shai"ed between FDNCBER and NlHlNHLBI."whetherwritten or 
'oral, must be protected from any disclosure not authorized by law or regulatiol). See e.g., 
18 U.S.C. § 1905; 21,u.s.c.§ 3310); 21 CFR Parts 20 and 21; 42 U.S.C.§ 241 (d); 45' 
CrR parts- 5 and 5b..Safeguards are needed to protecJ shared non--public information, 
both written and oral, such as trade secretS and confidential colllJ:ilercial information;' 
identitiesofstudy participantS and other persOnal privacy infonnation; priVileged and/or 
pre-decisional agency information; research proposa1s~ progress reports, and/or ' 
unpublished data; or national security information. Such safeguaids also help enSure 
FDA/CBER's and NIHINHLBI's compliance withother applicable laws and regulations. 

To facilitate the sharing ofnon-pu):>lic information, whether written or oral, FDNCBER 
and NIHIN~BI will im~Iement procedures to .en~ure that .suc~ sh~ng is ~ppropriate and 
that the recIpIent party Wl)) guard the confidentJallty ofall information receIved. Both 
parties are committed to responding to requests for infdrmation in a complete and timely 
manner, consistent with budgetary and resource constraints, and to the extent permitted 
by law, regulation, and agency policy ~d practice. The party receiving shared non-public 

2 Each part)' has implemented or will implement the agency's data and information security statUtory, regulatory, 
policy, or procedural requirements and has implemented or will implement, to the extent necessary and practicable, 
all data and information security recommendations suggested by the other agency. 
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infonnation (requesting party), whether written or oral. will be responsible for protecting 
that inforlnation from any unauthorized disclosure. Provisions for sharing ofnon-public 
information, both written and oral, in accordance with applicable statutes or regulations 
are set out below: 

I. The requesting party must specifY, in writing,3 the information requested (to facilitate 
identification ofrelevant information), provide a brief statement of why the information is 
needed, and include the following requesting party template language: "This request is 
made pursuant to the Memorandum of Understanding for Sharing of Non-Public 
Information between FDAlCBER and NIHlNHLBI, dated [insert date agreement was 
signed]. [Requesting party] agrees not to disclose any non-public information shar~d 

.betweenFDAlCBER and NIHfNl-ll.BI whether ol1l11yor in writing, in any manner." This 
request will state which internal unit offices andlor individuals are requesting the 
information. . ' . . 

2..The PartY receiving the request (sharing party) will determine, based uPQn the request 
described in section III.B.l above, whether it is appropriate and practicable to share 
th~requested non~public information. . 

3.	 Th.e requestin8 party will comply with the following conditions: 
'. 

a	 The requesting party wilfIimit th~ dissemination ofshared non..public IDfonnation 
it receives tointerilalunit officeS andlor employees that have been identified in its 
written request The,umt officiai who signs the request iette{ will be responsible . 

. for ensuring that there are no inappropriate recipients ofthe information. 

'b.	 The requesting party will agree in writing not to disclose any shared non-pUblic 
mfonnationin any manner not authorized: by law or regulation, in~luding 
disclosure in pubiications and public meetings, or in the context ofoilier agency 
Collaborations. Ifthe requesting party wishes to disclo~ shat:e4 information that 
the sharing party haS designated as n6n~pubIic, ·the requesting party will ask the 
sharing party whether the information's non-pUblic status has changed, and ir"so, 
will first obtain written confimiation and permission from the sharing party before 
disclosing that information. Ifthe,reques!ing party receives a Freedom of 
Information Act (FOJA) request for sharedinfonnation, the requesting party Will: 
(a) refer the FOIA request to the information-sharing contact person or designee 
for the sharing party to respond directly to the FOIA requester regarding the 
releaseabiJity of the information, and (b) notifY the FOIA requester ofthe referral 
and that a response will issue directly from the sharing party. The.requesting 
party will leave all final disdosuredecisions up to the sharing party, including 
decisions on whether the recor<;ls are responsive and whether they mustbe 
disclosed. Accordingly, the requesting party will not indicate to the FOIA 

J The term "writing" used throughout this MOU includes a writing by el~ctronic means. 
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.requester whether the sharing party has responsive records or releaseable records. 
The sharing party will include a response in writing along with any agency 
infdrmation shared. The response will indicate the type of information (e.g., 
confidential commercial information, personal privacy, pre-~ecisional, etc.), and 
will include the following sharing party template language:. "Pursuant to the 
Memorandum ofUnderstanding for Sharing ofNon-Public Information between 
the FDNCBER and the NlHINHLBl, dated [insert date agreement was signed), 
the non-public information provided in this conununication may not be disclosed 
or shared in any manner." Any shared documents containing non-pUblic 
inform~tion should be stamped "Do'not disclose orfurther distrihute. " 

c.	 The requesting party will promptly notify the contact person or d~ignee of the 
sbaring PartY ofany attempt by a third party to obtain shared non-public 

. information by compulsory proceSs, including, but not limited to, a FOIA request, 
subpoena, diScovery request, or litigation complaint or motion. 

d..	 The requesting party will notify the sharing party before complying with any 
judicial order that compels the release ofshared non-pUblic information, so that 
the partieS may determine the appropriate measures to take, including, where 
appropriate, legal action. . ' 

. IV. ,NAME AND ADDRESS OF-PARTICIPATING PARTIES 

Food and Dnig:A~stration
 

Center for Biologics Evaluation and Research .
 
29 Linpoln Drive (HFM-I}
 
Bethesda;MD 20892,;.4555·
 

· Telephone: Oai)'827-0548 
· Fax: (301) 827-0440' . 

Na~onal Instifute$ ofHea1th 
National Heart, Lung, and Blood Institute 

· Building 31, Room 5A48 l 

31 Center Drive MSC 2486 
Telephone: (301) 496-5166. 
Fax: (301) 402-0818 
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v. LIAISON OFFICERS 

Liaison Officers will participate in the management, coordination and oversight of this 
-agreemerit. The Liaison Officers will constitute a Steering Corrimittee consisting ofan equal 
number ofmember representatives from FDNCBER and NIHlNHLBI. Two Liaison Officers, 
one designate from each participating agency, will serve as co-chairs of the Committee. > 

Member appointments will be authorized by the signatories to this agreement. The Liaison. 
Officer Steering Committee will meet at least once every six months fOf the fIrst year of this 
agreement and then at least once annually thereafter to review the progress of this agreement, 
resolve any issues and disputes that may arise, and oversee necessary modifications to the 
agreement. 

A. For FDAlCBER . 
\ 

" "	 '_	 Keith Wonnacott,· Ph.D:.
 
Chief, Cellular Therapy' Branch
 
OfficeofCellUlar; Tissue and Gene Therapies
 

-. Center-for Biologics Evaluation and Research
 
US ~ood and Drug Adnlinistration
 
1401 fockVille Pike, Suite 200N
 
Mail ~~: iIFM-?20 . 
Rockville. MO 29852-1448
 
Telephone; (301) 827-5102
 
Fax: (301)827-9196 . 
E-mail: keith:wonqllcott@fdahlis.gov
 

Kimberly Benton, Ph.D. _ .' -. . . .
 
DePuty Direc~or, ·Di~~ion ofCell and Gen~.n1erapy
 
Office ofCeilular. Tissue and Gene Therapies
 
_Center for Bioldgi~ Evaluation and Research
 
US Food and Drug Administration
 
Division ofCell and Gene Thtfrapies
 
Office ofCellular, Tissue and Gene Therapies
 
i401 Rockville Pike, Suite 200N
 
Mail Code: HFM-720
 

-Rockville; MD 20852-1448
 
Telephone: 301~827-5102
 

-Fax: 301-827-9796
 
E-mail: kimberly.benton@fda.hhs.gov
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B. For NIHJNHLBI 

John W. Thomas, Ph.D. 
Division of Blood Diseases and Resources 
National Heart, LWIg, and Blood Institute 
6701 Rockledge Drive, MSC 7950 
Rockledge IJ,Room 9150 
Bethesda, MD 20892-7950 
Telephone: (301) 435-0065 
E-mail: ThomasJ/a),nhlbi.nih.gov 

" 
Carol J. Blaisqell, M.D. 
Division of Lung Diseases 
National Heart, Lung, and Blood Institute 
6701 Rockledge D~ve, MSC 7952 
Room 10178, Rockl~ge II 
Bethesda, MD 20892'-7952 
Telephone: (301) 435-0222 
E-mail: blaisdellci@nhlbi.nih.gov 

Denis Buxton, Ph.D. 
Division ofCardiovascular Diseases 
National Heart, Lung, and Blood Institute 
Rockledge II, Room 8216 
670i Rockledge Drive, Mail Stop .8902 
Bethesda, MD 20892-8902, 
Telephone: (301) 435-0513 
E-mail: buxtond@nhlbi.nih.gov 
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VI. PERIOD OF AGREEMENT 

TIlls agreement becomes effective upon signature of both parties and will continue in effect for 
five (5) years. This agreement may be modified by mutual written consent or tenninated by 
either party upon 120 days written notice. Not later than 120 days prior to the expiration of this 
agreement, each party will provide a recommendation regarding the extension ofthe agreement, 
including any modifications to the agreement. 

APPROVED AND ACCEPTED FOR TIlE APPROVED AND ACCEPTED FOR THE 
NATIONAL INSTITUTES OF HEALTH FOOD AND DRUG ADMINISTRATION 
National Heart, Lung,lmd Blood Institute gics Evaluation and Research 

_.BY:_U--J-3 J~~ ~CQ~~.
Elizabeth G. Nabel, M.D.. Jesse L. Goodman, M.D., M.P.H. 
Director Center Director 
National Heart, Lung. and Center for Biologics Evaluation and 

Blood Institute Research 
National Institutes ofHealth .. Food and Drug Administration 

Date: Date:_!rt0 V
-----------~ 

( 
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