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Product defect/manufacturing defect. 
Serious adverse drug experience. 
Unexpected adverse drug experience. 
(c) The definitions of the following 

terms are given in § 516.3 of this chap-
ter: 

Same dosage form. 
Same drug. 
Same intended use. 

§ 516.117 Submission of correspond-
ence under this subpart. 

Unless directed otherwise by FDA, 
all correspondence relating to any as-
pect of the new animal drug indexing 
process described in this subpart must 
be addressed to the Director, OMUMS. 
The initial correspondence for a par-
ticular index listing should include the 
name and address of the authorized 
contact person. Notifications of 
changes in such person or changes of 
address of such person should be pro-
vided in a timely manner. 

§ 516.119 Permanent-resident U.S. 
agent for foreign requestors and 
holders. 

Every foreign requestor and holder 
shall name a permanent resident of the 
United States as their agent upon 
whom service of all processes, notices, 
orders, decisions, requirements, and 
other communications may be made on 
behalf of the requestor or holder. Noti-
fications of changes in such agents or 
changes of address of agents should 
preferably be provided in advance, but 
not later than 60 days after the effec-
tive date of such changes. The perma-
nent resident U.S. agent may be an in-
dividual, firm, or domestic corporation 
and may represent any number of re-
questors or holders. The name and ad-
dress of the permanent-resident U.S. 
agent shall be submitted to the Direc-
tor, OMUMS, and included in the index 
file. 

§ 516.121 Meetings. 
(a) A requestor or potential requestor 

is entitled to one or more meetings to 
discuss the requirements for indexing a 
new animal drug. 

(b) Requests for such meetings should 
be in writing, be addressed to the Di-
rector, OMUMS, specify the partici-
pants attending on behalf of the re-
questor or potential requestor, and 

contain a proposed agenda for the 
meeting. 

(c) Within 30 days of receiving a re-
quest for a meeting, FDA will attempt 
to schedule the meeting at a time 
agreeable to both FDA and the person 
making the request. 

§ 516.123 Informal conferences regard-
ing agency administrative actions. 

(a) Should FDA make an initial deci-
sion denying a request for determina-
tion of eligibility for indexing, termi-
nating an investigational exemption, 
determining that a qualified expert 
panel does not meet the selection cri-
teria, denying a request for addition to 
the index, or removing a new animal 
drug from the index, FDA will give 
written notice that specifies the 
grounds for the initial decision and 
provides an opportunity for an infor-
mal conference for review of the deci-
sion. 

(b) The written notice will include in-
formation for scheduling the informal 
conference and state that a written re-
quest for a conference must be made 
within 60 days of the date FDA sends 
its notice. 

(c) Within 45 days of receiving a re-
quest for an informal conference, FDA 
will schedule and hold the informal 
conference at a time agreeable to both 
FDA and the person making the re-
quest. 

(d) Such an informal conference will 
be conducted by a presiding officer who 
will be the Director of the Center for 
Veterinary Medicine or his or her des-
ignee, excluding the Director of the Of-
fice of Minor Use and Minor Species 
Animal Drug Development and other 
persons significantly involved in the 
initial decision. 

(e) The person requesting an informal 
conference must provide a written re-
sponse to FDA’s initial decision at 
least 2 weeks prior to the date of the 
scheduled meeting. Generally, this 
written response would be attached to 
the request for an informal conference. 
At the option of the person requesting 
an informal conference, such written 
response to FDA’s initial decision may 
act in lieu of a face-to-face meeting. In 
this case, the informal conference will 
consist of a review by the presiding of-
ficer of the submitted written response. 
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