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Memorandum of Understanding 
Between 

The Division of Select Agents and Toxins 
Centers for Disease Control and Prevention 

And 
Food and Drug Administration 

I PURPOSE 

The purpose of this Memorandum of Ufidexsbnding (MOU) is to establish a procedure to allow 
the Division of Select Agents and Toxins (DSAT), Centers for Disease Control and Prevention 
(CDC) to wnfw that the Food and Drug Administration (FDA] has accepted or approved, 
under the authority of the Food, Drug, and Cosmetics Act (21 U.S.C. 30 1 eta seq.), an 
lnvcstigational New Drug application (m), a request to eskiblish an Investigational New 
Anirnd Drug file (INAD) or an Investigational Device Exemption application (IDE) for a 
clinicat trial'involving -the use of an hivestigationd product that is, bears, or contains a setect 5 

agent or toxin. 

1 

i 
The tams ''select agent or toxin" and "entity" have the same meaning as defined in 42 C.F.R. 
part 73. 

i 

i Part 7 J of Titla 42, Code of Federal R e ~ ~ o m  (Select Agent regulations), sets forth the 
req-&s m n g  tfic possession, use, or transfer of select agents and toxins. The 
regdati~m implemmlt pmvisiogs of rhe; P&tic Health Security and Biotmrism Preparedness 

i and &spcmseAct 0f200~ fPublic taw 1M.-$88). The S~ioct Ageat regulations provide %at an 
eQ&&&$ wt pasirwp61. in the Uaiftd Sfates, d v i  from outside tbe United State, M 
d m  within the ~ k t e d  States, any select agent or toxin unless the entity has been granted a 
certifipate of regisfdo~ by WSw- oF&e D13epaEtmett.t of Health and Buman Sehces 

- ( @ & 3  dr @ei Seblw:tqy 9f - + g r i o m .  However, the Select Agent rcguMicms provide that 
&*f &i& dickg~ i e q h a ,  gi a case by b bais'and w h k  
liot wd imxsay k ~ ~ c t p b k ~ f t e z i &  (hc.p -w-Dru& an inv~W0"n;al p ~ ~ ~ g  

md 4:- & f2j'W;btlc - - Y, 

if -&a.bblic:&&& S-e Act p&w biologic., p&wS (42 * 

erm-Toltin Act f i l  U.S.C. 15 1 - 159); or the Federal Insecticide, 
*Rod*& Act .(7 US,C 136 et seq.), Under the in@=-g reBufati6ns fbr 

tba~k@ml Food* DN& and Cometic Act. P D A ~  tke authority to accept or approve an 
%v&~ati&Ncw b g  appk&m (BID), a request to esEabIish an Investigational New 
@4af4Pnrg @c @urn), or an I n v e g t j ~ ~  DwiceExempttion application [IDE) if it meets 

iafZ(tr cmi Part 312,21 CF'R Part 51 1 or 21 CPR Part 81 2 fcspxtively. The 
Wid W-tion FDA regding whether an INXI* INAD or B E  h& 

~ . ' ~ e p h d  or e v e d  in oder to determine whether an investigatidhal product that is, bws, 

d 



or contains a select agent or toxin is being used in a clinical investigation that has been 
authorized under the Federal Food, Drng and Cosmetic Act. This information will aid the DSAT 
in determining whether to approve an exemption of an investigational product that is, bears, or 
contains a select agent or toxin fim the requirements of Part 73. The Select Agent regulations 
require that tht DSAT make a determination regatding an application for an exemption within 14 
cderidar days after receipt. 

The DSAT agrees to: 

1. Designate in writing to FDA the name and contact idormation of the DSAT 
reyresentative who will be responsibie for requestiag confirmation of FDA 
acceptance or approval of an ZND, INAD, or IDE for an investigational product 
that is, bears, or contains a select agent or toxin being w.4 in a clinic& 

i 
! investigation. 
1 

I 2. Mdm &h' sprlsor of a c W d  investigation for which it intimh to continh the 
i 

j 
existence of an TND, INAD or IDE, that a condition ofconsid&ing the 
sponsor's exemption request, the DSAT is g ~ h g  to confirm with FDA the 

i 
existence and status of silch IND, INAD or IDE; 



5 .  Certify that the DSAT will use the information to be provided by FDA only for 
the purpose of determining whether to approve a request for exemption of the 
investigational product that is, bears, or contains a select agent or toxin from the 
requirements of 42 C.F.R part 73, and that tbe DSAT will not hrther disclose the 
records or infonnolrion witEtout the wri&,pemissim of &e PDA, unlw 
otherwise authorized by the sptinsor. 

I FDA agrees to: 
4 

1. Designate in writing to tht DSAT the name and wht& i m ~ C 4 r l  of f;DA 
representative(s) who will be responsible for providing cddhiatida of *er 
FDA has accepted or approved an MD, or IDE h ah investigatio~al 
product that is, bears, or colitaGzs a select agent or bxh 



EFFECTIVE DATE 

This MOU is effective as of the date when it has been signed by boa parties, and may be 
amended at any time by mutual agreement of the DSAT, C!DC and FDA All ameadtri* must 
be in writing and signed by the parties. 

Robbin Weyant, PhD, mJ USPHS $hit? 
Director, Division of Select Agm& and Toxins 
Centers for Disease Control and Prevention 


