
DEPARTMENT OF HEALTH &. HUi'lrtAN SERVlc.ES 

Food and Drug Admtnf;;tratloo 
Roc ville MD 208:l7 

CONFIDENTIALITY COMMITMENT 

STATEMENT OF LEGAL AUTHORITY 
AND COMMITMENT 

IFRO In 

THE UNrtED STATES FOOD AND DRUG ADMINISTRAT[ON 

(THE UNITED STATES DEPARTMENT OF 


HEAlTH AND HUMAN SERVICES) 


NOT TO PUBLICLY DISCLOSE NON-PUBLIC INFORMATION 

SHARED BY 

SWISSM EOIJC 

Tne Swiss Agency for Tl1erapeutic Products, Swissmeclic, is au 1orized 
under the Swiss Federal Law on Therape tic Products (lTP) Article 64 
("lnternatlonal a lnis rative assistance·) to disclose non-public 
information to the United States Food and Drug Administration {USFDA), a 
part of the Uni ed Sta tes Department of ealth and Human Services, 
regarding Swissmedic regulated products as part of cooperative Ia 1 

enforcement or cooperative regu latory activt ies. 

USFDA understands t at some of the informalion It receives from 
Swissmedic may lndude non-public inform a ion exempt from public 
disclosure under~ e laws and regulations or Switze rland, such as 
oonfidentfal co ercial information; trade secret informa.ion; personal 
privacy info ;;~tio ; law enforcement lnfom1ation; or internal, pre
decisional informatro . USFDA understands that this non-public 
inFormation is shared in confidence, and tha. Swissmedic consider s · 
critical th at USFDA maintains the confiden ial' . of the informa ·on. Public 
disclosure of this in'ormation by USFDA could serious ly jeopardize any 
further scientific and regulatory interactions betv¥'een Swissmed1c and 
USFDA S'.1111ssme ic will advise USFD o the non-public status of he 
jnformation a the time that the information is shared. 

Therefore, US FDA certifies t hat it: 

I . 	 has the a hority to protect the non-public information pmvide.d to 

IJSFDA in confidence by Swissmedic from publlc disclosure~ 




2. 	 will not p blicly disclose the Swiss edic-provided non-public 
information without the wriUe n aut orization of the owner or lhe 
information, the w ri tten aultwrfza ·o from the individual who is the 
subjec of "he personal privacy infor a,ion, or a written statement 
irom Swiss med[c that the inform ation no longer has non-pubHc 
s·atus; 

3_ 	 w111 in 'om Swissmedic within ~NO ,Norking days of any effort made 
to ob tain S tissmedic-provided non-public informa ion from 
USFDA by judicial or legislative mandate. If such judicial or 
legislative mandate orders disolosure of Swissmedic~pra rfded 
non-public m~ormalion , the USFD v11ill take all measures in an 
effo to ens ure that the informa tion Vilill be disclosed in a anner 
that protects the i nformati on ~ om public d isclosun~ ; and 

4_ will promptly inform Swlssm edic of any changes to USIa s or 
USFDA policies or procedures tha w ou ld affect USFDA' s a ility to 
honor the agreements in th1s document 
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