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~~~~~~~~ The Food and Drug Admi~stratio~ (FDA) is ~o~n~~ng the avai~abiIity of a draft 

guidance for ~~d~st~ (+&X3) entitled “Ph~a~ov~g~~ance of Veterinary e&cinal products: 

C~n~~IIed List of Terms” (VICI-l CI.30). This draft guidance has been developed by the 

~~temationa~ Cooperation on Harmonisation of Technical Requirements for Registration of 

Veterinary Med~~~~a~ Products (WCH). This draft guidance addresses the process for developing 

a ~o~~o~~ed list of terms in order to assure that terms are used consistently in adverse event reports, 

and to allow cornp~so~ between products and across produc 

to developing a co trolled list of tems describing veterinary med~~~na~ products (VMPs), animals, 

clinical signs, and associated body systems and organs for reporting an adverse event associated 

with the use of a VMP. 

DATES: Submit written or electronic comments on the draft guidance by [inseti date 30 ~~~~ qjkr 

dade ~~~~~~~~~~~~~ ~TI like Federal. Register], to ensure their adequate consideration in preparation 

of the finaf document. General comments on agency guidance documents are welcome at any time. 

ADDRESSES: Submit written requests for singIe copies of the draft guidance to the Co~~~~~at~~~s 

Staff (H -12), Center for V~te~~~ Medicine (CV 
cvUX 69 
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Standish Pl. T uckville, MD 20855. Send one self-addressed adhesive label to assist that office 

in processing your requests. See the S~PP~E~ENTAR~ ~NFUR~ATIU~ section for electronic access 

to the draft guidance document. 

Submit written comments on the draft guidance to the Dockets Management 

305), Fuud and Drug Ad~nis~atiun, 5630 Fishers Lane, rm. 106 1, ockville, MD 20852. Submit 

electronic comments tu h~p://www.fda.guv/duckets/e~o~ents. Comments should be identi~ed 

e full title of the draft guidance and the docket number found in brackets in the heading 

of this document. 

FOR FURTHER INF~R~AT~~N CONTACT: William C. Keller, Center for Veterinary Medicine (IIP’V- 

arid Drug Ad~nistratiun~ 7500 Standish PI., Ruckville, MD 20855, 301-827-6642, 

e-mail: wkeller @cvm.fda.gov. 

S~P~L~~ENTAR~ ~NFQR~ATiU~~ 

n recent years, many important initiatives have been undertaken by regulatury a~thu~ties 

and industry asso~iatiuns to promote the intemational h~u~~ation of regulatory requirements. 

FIX4 has p~icipated in effurts to enhance harmonization and has expressed its co~tment to 

seek s~ienti~~~ly based harmonized technical procedures for the development of ph~acenti~a 

products. One of the goals of harmonization is to identify and then reduce differences in techtical 

requirements fur drug development among regulatury agencies in different countries. 

A has actively participated in the IntematiunaI Conference on ~~unisa~un of technical 

~eqn~em~nts fur Approval of Pharmaceuticals fur Human Use fur several years tu develop 

harmonized technical requirements fur the approval of human pharmaceutical and biuIugi~a1 

products among the Eurupean Union, Japan, and the United States. The VICN is a parallel initiative 

r VMPs- The VICN is concerned wi develuping harmonized technical requirements for the 

approval of veterinary medicinal products in the European Union, Japa , and the United States, 

and in~lndes input from both regulatory and industry representatives. 
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Steering Committee is cumposed of member representatives from the European 

Co~ss~un~ ~~r~pea~ Meditates Evaluation Agency; European Federa~un of A~irna~ Health; 

co ‘ttee on Veterinary Medicinal Products; U.S. A; U.S. ~ep~rnen~ of Agricuk~re; Animal 

Health Institute; Japanese Veterinary Pharmaceutical Association; Japanese Association of 

Biolugics; and Japanese inistry of Agriculture, Forestry and Fisheries. 

wu observers are eligible to participate in the VICH Steering Committee: One representative 

from the Government of Ans~a~~~ew Zealand and une representative m the industry in 

Aus trafi e-w Zealand. The V1CX-I Secretariat, which coordinates the preparation of documentation, 

y the Confederation Mondiafe de L’Industrie de la Sank Animafe (COMISA). A 

ISA representative also participates in she VICH Steering Cummi 

I. Draft Guidance 0x1 CoWroXIed List of Terms 

The VKH Steering Commi e held a meeting on June 28,2UOl, and agreed that 

ocument entitled “PharmacuvigiXance of Veterinary Medicinal Products: Controlled List 

of Terms” (VI% GL30) should be made available for pub 

terminufogy is essential to ensure consistent evaluation of adverse event 

reports and e~e~~un~c snb~ssiun of these reports on a national and int~rna~ona~ basis. This draft 

provides recu~endations fur adopting and managing a controlled fist of terminology 

e veterinary medicinal products, animals, ciinicaf signs, and associated body systems 

and organs in adverse event reports. Cumpunents of the re~u~enda~~uns are directed at regn~atu~ 

annuities and should be implemented by these agencies as well as by gulated industry. 

The VICH closely followed the progress of its human counterpart, ICH (~ntematiunal 

Cunferen~e on I-I unisatiun of Technical Re‘~nirements fur Regis~a~~un of Ph~aceuti~a~s for 

se), in impfementing a stand~d~zed cuntrulled terrninoIogy and believes that with 

riate mudi~ca~~un the same approach will be viable fur the VXCH, ‘IBUS, the approach 

outlined in the guidance document is based on identification of similar technical terminufogy needs 

an approa~b fur meeting those needs used by ICH to deveiup MedDRA (Medical Diction 
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egulato~ A~t~vjt~es)~ the international technology for reports ta regulatory authorities 

des~~b~~g burns adverse events. 

endations include that government and ~ndus~ partner together in develupme~t~ 

implementation, and ongoing maintenance necessary to keep an adverse event te~nu~ogy updated 

and dis~buted tu users- It recommends adopting VEDDRA (Veterinary Medicinal Dictionary for 

Drug Regulatu Authu~t~es) as the controlled fist of terminology fur adverse event reports. 

Specific reco endations i~~~ud~ an independent joint industry and government oversight board 

as well as a fundi g model that will allow use by aI1 regulatory agencies and even the smallest 

companies in industry. The two background p~agraphs provide insight into the deliberations, 

re~~~e~dati~~s, and comments frum the Expert Working Group charged by VflCH to the VICHY 

Steering Co~ttee on this issue. 

e VICH will cunsider curnments about the draft guidance document. ultimately, 

IF;T>A intends to adopt the VICE Steering Committee’s final guidance and publish it as a final 

guidances 

. Significance of Guidance 

This draft document, deve~uped under the VICH process, has been revised to conh-m to 

A’s good guidance practices regulation (21 CFR 10.115). For example, the document has been 

designated “guidance” ra er than “guideline.” Because guidance documents are not binding, unless 

s~ec~~c~~y supposed by statute or regulation, mandatory words such as “must,” “shall,‘” and “wi21’” 

in the o~g~na~ VXCH documents have been substituted wi ‘%huuld? Similarly, words such as 

‘~requ~re~~ or ~~requirern~nt’~ have been replaced by ~~re~u~enda~io~‘~ or “‘xecommended” as 

a~prup~ate to the context, 

The draft guidance represents the agency’s current thinking on developing a contrulfed list 

of terms for reporting an adverse event associated with the use of an a proved new animal drug. 

s guidance dues not create or confer any rights fur or on any and will not operate 
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to bin A or the publie.. An alte~at~ve method may be used as long as it satisfies the 

re~u~re~euts of applicable statutes and regulations. 

is draft guidance dv~ument is eing distributed for comment purposes only and is not 

intended for ~~~~e~entat~on at t s time. Interested persons may sub& written or electronic 

moments regarding this draft guidance document. W~tten or electronic cements sh 

submitted to the vckets Management Branch (address above). Submit written or eleetrvnic 

cv 

adequate consideration in preparation of the final guidance. Two copies of any cvnnnents are to 

be sub~~tted~ except at individuals may subtit one copy. Comments are tv be identified with 

e docket number fvund in bxae ets in the heading of this document, A cvpy of the draft guidance 

and received comiments are available for public ex~~uativ~ in the Dockets Management I3rartch 

between 9 a.m. and 4 p.m., Monday through Friday. 

V, Ekxtronic Auxss 

Electronic comments may be submitted on the Internet at htt~:~~www.fda.goy~doc 

eco~ents” nce on his Internet site, select “02~-0Q05 Pharmacvvigi ante of Veterinary 

medicinal Rvducts: Cantrolled List of Terms (VICH GL30)” and fvlfvw the dire&ions. 




