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General Office of Biological Products, Blood, Tissues, Cells and Organs — GGPBS

Efficiency of Biological
Products Review

Marcelo Moreira
General Manager of Biological Products, Blood, Tissues, Cells and Organs

w—Brazilian Health Surveillance Agency — ANVIS.
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Team Reviewing at GPBIO

@ 16 Specialists in Regulation and Health Surveillance
- Biologists
-Pharmacists

@& 03 Technicians Regulation
@ 01 Administrative
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Biologicals licensed in |

GGG

GGG

Vaccines; ‘ S e
Hiperimmune sera; ; 2
Blood products;
Biomedicines: _ .
" medicines obtained from biological fIU|ds or anlmal
tissues;
medicines from biotechonological procedures.
Monoclonal antibodies;
Medicines containing live, attenuated or dead microorganims;
Probiotics;
Alergens.
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http://i204.photobucket.com/albums/bb124/paulolima01/Fotos/vacina-1.jpg
http://www.lycoming.edu/biology/colloquium/98-99/mhc.GIF
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Legislation Evolution

January 1999

- Law 9782/99:
 Anvisa

Sl

September 1976

- Law 6360/76

| |

First act regarding
medicines

March 2002

Biologicals

November 2003

+ RDC 323/2003
Probiotics
Requirements

December 2010
- RDC 55/2010

Updated the RDC
315/2005

 August 2005
|- RDC 80/2002: . RDC 233/2005
Specific Allergens
Requirements for Requirements

_ October 2005
- RDC 315/2005

Updated the RDC
80/2002

- RDC 49/2011
 Requeriments for

. post license
4 changes

- RDC 50/2011
| Stability Studies
_ for Biologicals

September 2011
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Regulatory Framework

RDC 47/09 and 60/12
Package insert

RDC 71/09, RDC 168/02
and RDC 61/12
Label

RDC 81/08
Import

RDC 234/05 and
RDC 38/10
Quality control

Law 6360/76 and
Dec. 8.077/13

RDC 55/10
Registration

RDC 49/11 and
24/13
Post-approval

RDC 17/10
Good Manufacturing
Practices

RDC 46/00
Blood products

RDC 233/05
Allergenics

RDC 323/03
Probiotics

RDC 50/11 and 25/13
Stability

Norm 174/96
Antivenom serums
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Regulatory Famework

Entire
products life
cycle
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Biologicals — Approval Timeline

Time for Approval Number of Approvals

30 - 42 - 45
25 35 - 40
- 35
20 |—29 30
24 75
15 A X1 [ 18 20
14
10 - 12 11 - 15
- 10
> 5
10,8 14,7 19,9 18,1 16,4 21,1 19,7 17,1 17,9 0
0 T T T T T T T T
2006 2007 2008 2009 2010 2011 2012 2013 2014
C1Time for Approval (months) Number of Approvals

Biologicals — Time for Approval
Approvals from Jan.01.2006 to Jun.30.2014
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Biologicals — Approval Timeline

. Number of
Year Time for Approval Approvals
2003 8,5 28
2004 13,7 22
2005 15,4 41
2006 10,8 42
2007 14,7 21
2008 19,9 29
2009 18,1 35
2010 16,4 24
2011 21,1 18
2012 18,6 14
2013 17,1 12
2014 17,9 11
Average 16,0 25
Biologicals — Time for Approval |
Approvals from Jan.01.2003 to Jun.30.2014 e — ANVISA
1T Agéncia Nacional de Vigilancia Sanitaria
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International Cooperation

@ ANMAT

@ CECMED

@ FDA

@ DCVRN — Developing Country Vaccine Regulators'
Network

@ DVI - Dengue Vaccine Initiative

@ |PRF — International Pharmaceutical Regulators Forum

@ PAHO — Pan American Health Organization

® WHO — World Health Organization
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Cooperation Oportunities

@ Develop Specific Guidelines;

@ Information Sharing (Drug Approval Letter);
@ Training seminars on the ICH guidelines;

@ Training seminars on the implementation of

the e-CTD.
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Take-Home Message

None of us will be better than all together!
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Thank you!

Marcelo Moreira

marcelo.moreira@anvisa.gov.br

ggpbs@anvisa.gov.br
General Office of Biological Products, Blood, Tissues, Cells and Organs

+ 55 61 3462-5591
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