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Persona! information 

First name(s) I Surname(s) 

Address(es) 

Telephone(s) 

Fax( es) 

E-mail 

Nationality 
Date of birth 

Gender 

Occupationat field 

Work exp�rience 

Dates 

Annarita Meneguz 

lstiluto Superiore di Sanità - Viale R. Elena 299- 00161 - Roma 
+39-06 49902880 Mobile:  
+39-06-49387100 

 
ltalian 

October 29, 1952 

Femate 

Farmacotoxlcologlcat Research and Evatuation 

1998 -date 

Head of the Preclinical Assessment and Phase 1 Clinical trials Unii, Department of Drug 
research and Evaluation 
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Main activilies and responsibilities ' As the head of one of the Drug research and Evaluation Department involved in 
centralised, decentralised and Mutuai recognilìon procedure (dossier evaluation 
Modula IV) and contrai (biologica! test : abnormal toxicity. Histamine release, 
Hypotension induction, according to EUP}, the main responsibillty is to assure that ali 
these activities are performed according to the AQ unit procedure of the Department. 
Moreover as a member of the Scientific Secretary of the ltalian Competent authority 
form Phase I Clinica! Trial authorization I am in charge of Rapportership of 
anticancer and monoclonal antibody lnvestigational medicina! product dossier 
(IMPD}. 
The main activities and responsibilities can be summarised as follows: 

Budget and human resources management; 
lnteraction with the ltalian Agency lor Medicines (AIFA) 
Signature of ali assessment of Modula IV of the Department 
Slgnature of the biologica! test results (certificate} 
Responsibility of the transmission outside the lnstitute [mainly to the Osservatorio 
Nazionale sulla Sperimentazione Clinica con i Medicinali - OsSC -(Natlonal 
Monitoring Centra on Clinica! Research with Medicines) at the AIFA. 

Furthermore, the following activities and positions should be considered (in brackets date 
since when the position is held. Ali these positions are stili hold. 

ltalian Member of Safety Working Party of the Committee tor Proprietary Medicina! 
Products (CHMP), European Medicines Agency (forrn 1998 up now}. 
ltalian Member of OECD GL Working Group from 2010 up now 
ltalian expert lor OECD lor Human Health effect (form 1994) 
Expert of the ltalian Working Party on Radiopharmaceuticals (from 2008). 
Junior GLP lnspector (from1992 to 1998) 
Senior/Coordinator GLP lnspector {from 1999-up now) 
Expert GMP lnspection only lor radiopharmaceuticals {form 2005) 

Name and address of employer Istituto Superiore di Sanità-Viale R. Elena 299 • 00161 -Roma 

Type of business or sector ltalian National Public Health lnstitute 

Dates ' 1979-1998 

Occupation or position held Dirigente Tecnologo dell'Istituto Superiore di Sanità 
Istituto Superiore di Sanità 

Main activities and responsibilities ' Research fields Neurotoxicity and Cyp 450 Metabolism 
ilnstitutionat duties: Non clincal Assessor, GLP Senior lnpsector, GMP Expert lnsperctor only �I or radiopharmaceuticals medicine I 

Name and address of employer Istituto Superiore di Sanità- Viale R. Elena 299-00161 -Roma 

Type of business or sector ! ltalian National Public Health lnstitute - ltallan Officiai Medìcines Contrai Laboratory 

Dates 1998-date 

Occupation or posìtion held , Head of Unit of Preclinìcal Assessment and Phase I Clinica! Trìals 
,Department of Drug Research and Evaluation of Istituto Superiore dì Sanità 
'GLP inspection activities wìthin the Istituto Superiore di Sanità and Ministero della Salute 
;(Ministry of Health) 

I 
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Main activities and responslbilities ' ltalian Member of OECD GLP Working Group 
, Handling of the GLP inspection requests by Ministry of Health 
, Performlng GLP inspections (reports) 

GLP Training of observers and junior inspectors 
, Participation in the national and international (OECD) GLP activities 
! Radiopharmaceutical expert 
i ltalian Member ol CHMP/SWP/EMA 
'I Phase I IMPD dossier evaluation 

CTD dossier evaluation 
1 Nationale and EMA Non clinical Scientific advice assessment 

Name and address al employer J Drug Research and Evaluation Department , Istituto Superiore di Sanità, Viale Regina Elena 
299, 00161 Roma, ltaly 

Type of business or sector Public National Health lnstltute 

Education and training 

Dates , 1974 

Tille of qualification awarded i Degree in Bilogical Science 
Principal subjects/occupatlonal ,1. Thesis and research on biochemical al fat acids 

skills covered 
Name end type al organisation University "La Sapienza", Roma, ltaly 

providing education and training ' 

Persona! skllls and competences ' 

Mother tongue(s) ltalian 

Other language(s) English 

Self-assessment 

European leve/(') 

English 

__     
Listening 1 Reading Spoken Spoken 

 ... ..  .. 
. �  

(') Common  Frameworlc of Reference far  

Organisational skills and Competences in the management al a Department Uni!, Coordination of working groups. 
competences 

Technical skills and competences Competent in biochemical and enzymatic techniques suitable for investigate neurotoxicity 
and drug metabolis. 

Computer skllls and competences Good command ol Microsoft Office'" tools (Word™, Excel™ and PowerPoint™) lor 
Windows PC 

Other skills and competences Reviewer lor ltalian Toxicological Society Journal 

Participation to national and European project research projecls 
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Additional information , Research lnterest f Toxixity/Neurotoxicity 
r Metabolism 
Main Scientific   

i 
1
1. 

 
3.  

 

Meneguz A. Valutazione prec!inica del vaccini. In: Cantelli Forti G, Hrella P, ed. Le biotecnofogie e fa qualìlà della vita. 
Bologna: Patron edilore; 2005. p.103 128. 
Grlbaldo L, Gennari A, Blackburn H, Clemedson C, Deguercy A, Meneguz A, Pfaller W, Ruhde1 I. Acute toxicily. Al/emafives 
lo /aborelory animals: ATlA. 2005;33(Suppl 1):27 34. 
Plielo P, Ctemedson C, Mem1guz A, Pfa!ler W, Sauer UG. Weslmoreland C. Subacute and subchronic loxfclly. A//emal/ves 
lo la\Joralory anlrnals: ATlA. 2005;33(Suppl 1):109 116. 
Coecke S, Blaauboer 8, Elaut G, Freeman S, Frefdlg A, Gensmantel N, Hoet P, Kapoutas VM, Ladslatler B, Langlay G, 
leahy D, Mannens G, Meneguz A, Monshouwer M, Nemery B, Pelkonen O, Pfaller W, Prieto P, Proctor N, Rogiers V, 
Roslaml-Hodjegan A, Sabbioni E, Stellfng W, van de Sandl JJ. Tox!coklnellcs and melabolìsm. Af/ema/ives /o /aborslory 
anlmals: ATlA. 2005;33(Suppl 1):147-175. 
Comala MF, Lorenzlnl P, Fortuna S, Volpe MT, Menaguz A, Palmery M. In vitro lnhlbitory elfecl ol aOatoxin 61 on 
acetylcholinesterase acUvtty In mouse brain. Toxico/ogy. 2005;206(1):125 135. 

6. Buratti FM, D'Aniello A, Volpe MT, Mencguz A, Testai E. Malad1lon bloactivalion In \ile human liver: lhe con!ribullon of 
dlfferent cytoc:hrome P450 isolorms. Drug me/aballsm encl disposi/ion. 2005;33(3):295-302. 
DI Consiglio E, Moneguz A, end Testai E. Organophosphorotionate peslicides inhibit bìoactivaUon of lmipramina by human 
hepalic cytochrome P450s TOK, Appl. Pharmaco, 2005: 15, 237 246. 
Coecke S, Ahr H, Blaauboer a. Bremer S, Casati S, Castell J, Combes R, et al., Meneguz A, Teslai E. Metabolism; a 
bollleneck In In vitro loxlcologlcal test deve!opmenl. The report and recommendatlons al ECVAM workshop 54. Af(emalives lo 
/oboraloiy enlma/s: ATlA. 2006; 34(1 ):49-114. 
Chollnestetase inhibition and alleratlons or hepat!c metabolìsm by oral acule and repeated chlorpytifos adminislralion lo m!ce. 
Cometa MF, Buralli FM, Fortuna S, Lorenzlni P, Vo!pe MT, ParisJ L, Testai E, Meneguz A Toxlcotogy. 2007 Feb 23. 

 di Libri 
i1. Autorità regola tori e e processo regis\ralivo di nuovi farmaci anllneoplas\ici (Stefano Ve Ha, Annarita Meneguz).in Sviluppo . 

I del farmaci onco!og!cl con bersaglio molecolare: dalla lradlzlone all'innovazione (a cura di Dino Amadori). Palello editore. 
2007 

Q. A. Meneguz Vafulazione precllnlca del vaccini. Biotecnolog!e a qualllà della vita. A cura di G. Cantelll forti e P. Hrolla . Patron 
I editore 2005. 
3. The EUROPEAN ADVANCED TRANSLATIONAL RESEARCH INFRASTRUCTURE In MEDICINE 

j4· 
�. 
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EATRIS-WP8 Flrst-ln-Man (FIM) Regulatory Manual (FINAL VERSION).Glovanni Mlgllaccio, Annarita 
Meneguz, M.G. GAiii; F. Belardelll, 2009 
Advanced Therapy: ru!es and experiences of lhe Phase I Halian Compelenl Aulhorlty. Annarita Meneguz, Dipartimento del 
Farmaco, lslilulo Superiore di Sanllà ISS, PhannaooutiGals Policy and Law,12: 29-33, 2010 
Il Farmaco di origine chimica Annarita Mencguln •Alla ricerca del farmaco perduto, Autore C. Tomino, Medi Seivrce ed 2011 
z 
Non clinica!: need of sludles on juvenlle animals in arder lo ova!uate the toxic polenlial before any admlnlstraUon lo pediatrie 
populallon, Annarita Meneguz, Dipartimento del Farmaco lslltuto Superiore di Sanità, In Changes in Research and 
Development of Medicina! Producls slnce \he Paedlalric Regulat!on 

 in rese arch and  of   since the   
.Evaluatlon Actlvlly 

• Number of Non Clinica! Assassment Report lor European procedures (National, Centralised, 
decentralised , Mutuai Recognition): 250 

• Number of IMPD Phasa 1 assessment: 100 
• Number of GLP inspection: 250 
• Radìopharmaceutical Assessment Report: 32 (CHMP Core Procedure). 10 new procedure 

Rome. 12 /0712012 Signature 
Dr. Annarita Meneguz 
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