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Introduction



Traditional view

BIOSAFETY

BRPEE CONROLS THE RISKS

GOOD LABORATORY PRACTICES




The increasing demand for quality in research

THE TRANSLATION GAP
NIH research project grants by
degree of principal investigator
80004
PhD
P
/ \)'
»w 6,000
i
@
s
®
§ 4,0007
3
s
i Z'OOO‘M

O‘WW""\’“
O A2 O & N H»H O &
RN R M ,‘90 ,po

Source: NIH; CMR International & IMS Health

Pharmaceutical industry

spending and output

100~

R&D expenditure

un
o
A

=
Y

New molecular
entity output

Indexed to 1996 value (% change)

e
o N 8] 4% B o
‘9‘3 '90» "\90 ’190 ’\90« ’1’00

BUTLER, D. Translational research: Crossing the valley of death. Nature, v. 453, p. 840-842, 2008



Basic biomedical research

Many questions

Uncharted territories

New methoes

New theories




Good Laboratory Practices

- Standard Operating ST e LOGO
Procedures (SOPs) /e Operaing e OHAUS batane R— N

. . . . . Edition no: 04
When available in basic biomedical | sumespoces: cuc Project: a1 Topi: Apparas
. Applies to: Chemistry wnit ‘Valid from: 21 Dec 04 !
research laboratories, they are focused -
on routine procedures (|e WASEE L Imoduction ..o 2
dISposal, WaShIng Of |ab0rat0ry WareS, jRE‘.spunsibﬂmes ...................................................................... i
equipment calibration and operation,  siemsen ...
etC ) 3.2 Daily MaiMBIEICE . . .. . e e e e e e e 3
) 4, RECOMS AN ACHIVES .. ... oo\ oeee e ee e oo 4
5. Definigons and abbreviations .. ... . ... e e e 4
LT i 1 1T = 4
B =~ 5
F I 1T T 5
1 Introduction
2 Responsibilities
Person or role Activities
Coordinater of the chemistry unit Desien of procedure. Training of research assistant
Research assistant Reviews SOP Complies with SOP when carrying out procedure.

Source: UNICEF/UNDP/World Bank/WHO — Handbook:
Quality Practices in Basic Biomedical Research (2006)



Main objective

- To study how the concepts of Biosafety and GLP are dealt
with in a basic biomedical research institution.



Methods and Main
Results
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Study Population

Historical Overview

Institutional Survey Phase 1

Phase 2 .
Sciences
Biophysics Institute Center

Nearby
Laboratories

Main
Laboratory

SOP introduction

Phase

Firmino Torres de Castro Macromolecular Metabolism Laboratory




Phase 1

Historical Overview of Biosafety in the
Health Sciences Center of the Federal
University of Rio de Janeiro.



L
The Health Sciences Center (HSS) of

UFRJ

- 1979 — First documented Biosafety-related initiatives.

- 1998 — Establishment of the first Biosafety Committee.
- President from 1998 to 2007: Tomaz Langenbach

- 2007 — The new Biosafety Committee.
- Current president: Prof. Sonia Soares Costa.

- Although many improvements have been made in the last
years, GLP, Biosafety and Biosecurity in the HSS are still

emerging topics.



Phase 2

Institutional Survey in the Biophysics
Institute of the Federal University of Rio de
Janeiro.




Professors spend less time at the laboratory work bench.
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Undergraduate students and laboratory technicians
overestimate their laboratories' biosafety level

Professors

Others
BsL4_ 11% ——

4%
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Undergraduate students
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Chemical risks are, quantitatively, the most relevant ones for
laboratory personnel.

m Accident
Ergonomical

® Chemical

® Physical

m Biological
Others

N =113



Phase 3

Immersion in the Firmino Torres de Castro
Macromolecular Metabolism Laboratory.
(Main Laboratory)



Immersion in the Firmino Torres de Castro
Macromolecular Metabolism Laboratory.
(Main Laboratory)

Goal: to study the adequacy of the use of a Standard Operating
Procedure in a basic biomedical research laboratory.

Variable experimental conditions.

Unvariable Biosafety rules and adequate GLP principles.



Entry in the Main Observation of daily

Laboratory routines

A volunteer laboratory

Six month integration
was chosen

period
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Entry in the Main Observation of daily I In-depth individual

Laboratory routines interviews

A volunteer laboratory

Six month integration 22 interviews
was chosen

period

1B) In-depth individual interviews:

1122 participants — laboratory personnel

115 professors, 2 post doctorate students, 6 PhD students, 2 masters students
and 6 undergraduate students.



Entry in the Main Observation of daily I In-depth individual

Laboratory routines interviews

A volunteer laboratory

Six month integration 22 interviews
was chosen

period

Based on the results of in-
depth individual interviews

First version of the

SOP




11 C) Focus groups:
mAccording to the method proposed by Debus, M. 1997

3 Groups:
Professors (n = 5),

Graduate Students (n = 6),
Laboratory Technicians (n = 3).

Sessions lasted from 60 to 90 minutes, and were recorded in audio and video.

Based on the results of in-

depth individual interviews 3 groups

First version of the
SOP

Focus groups




THE exSOP CONCEPT

(perimental Operzfing Procedulrs)

Revised and enhanced
Based on the results of in- based on focus group
depth individual interviews 3 groups results

First version of the Final version of the

Focus groups

SOP SOP




R / A
FINAL VERSION:

THE exSOP CONCEPT

(eperimental Stanckre] Operatng Proceeurs)

An adapted Standard Operating Procedure that
meets the demands of experimental flexibility
required by basic biomedical research, but is also
capable of introducing quality and safety issues.



“THE exSOP CONCEPT "~

SOP (“stricto sensu”) exSOP
Readability Readability
Usability and traceability Usability and traceability
Responsibility Responsibility
Centralized organization Centralized organization
Availability Availability
Archiving Archiving
Apropriate Understanding Apropriate Understanding
Change control Change control

Staff are allowed to change the
experimental procedure when required, as
Staff must follow the SOP rigorously long as they keep track of what changed,

when it changed, why it changed and who

changed it.



Entry in the Main Observation of daily I In-depth individual

Laboratory routines interviews

A volunteer laboratory
was chosen

Six month integration 22 interviews

period

Links to external sources
The use of Wiki resources.

www.biof.ufrj.br/bpl_biosseguranca/

Revised and enhanced
Based on the results of in- based on focus group
depth individual interviews 3 groups results

Final version of the
Focus groups SOP
(exSOP)

First version of the

SOP



Ntcleo de Boas Praticas de Laboratério e Biosseguranca

Instituto de Biofisica Carlos Chagas Filho - Universidade Federal do Rio de Janeiro
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o CEUA-CCS
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o Protocolos
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8 Minha Conta
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3. CONSIDERACOES DE BIOSSEGURANCA
Aqui estéo detalhados os riscos associados a atividade/processo em questédo, segundo seu tipo.

Obs: Algumas substéncias nédo estdo marcadas como perigosas, pois nao se encontram nas listas de produtos quimicos
comerciais perigosos. Entretanto, mesmao nédo trabalhando com substancias perigosas, € recomendado 0 uso de jaleco,
luvas, calcas compridas, sapato fechado e oculos protetores quando estiver manipulando qualquer substancia no laboratorio.
Isto @ importante ja que muitas vezes vocé ndo sabe qual substéncia a pessoa do seu lado estd manipulando. Além disso, 0s
efeitos prejudiciais a salde e ao meio ambiente dessa substédncia podem ainda ser desconhecidos.

3.1 Riscos Quimicos

Abaixo estdo relacionados os produtos quimicos que oferecem maior risco potencial utilizados neste protocolo, com seu
respectivo . Para maiores detalhes sobre cada reagente, consulte o respectivo MSDS
(Material Safety Data Sheet) ou FISPQ (Ficha de Informacéo de Seguranca de Produto Quimico) e o ICSC (International
Chemical Safety Card). Neles sdo encontradas informacdes importantes como primeiros socorros, manuseio e
armazenamento, propriedades fisico-quimicas, estabilidade e reatividade, consideracoes sobre descarte e informacdes
ecologicas e toxicoldgicas, entre outras.

32 Riscos Fisicos

Nao existem riscos fisicos importantes neste procedimento, com excecéo dos riscos da manipulacdo da autoclave
(temperatura, umidade e presséo altas).



Cé‘ Buscar

Buscar neste site: éCidO CloridriCD

ver G

&

Page does not exist: CLOROFORMIO

The page CLOROFORMIO does not exist.

You can create the page as:

Um artigo, que tem uma forma similar a de uma pagina, € ideal para criar e exibir
conteddo que informa ou engaja os visitantes. Comunicados a imprensa, anuncios e
posts de um blog podem ser criados com um artigo. Por padrao, um artigo é
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Voltar para a pagina anterior
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Discussion

1 — Quality does not exist without safety, and safety does not exist without
qguality. GLP and Biosafety are traditionally separated. they should be
treated as one.

2 — Modifications happen all the time. But there should be some level of
standardization to ensure quality.

3 — The use of SOPs for experiments could be useful:
- for procedures that no longer have variations.
- as training-aid documents.

4 — The exSOP concept could be introduced as a way to ensure quality
and safety in the basic research laboratory without compromising
experimental flexibility.



L
Overall Conclusion

This study shows that there is an urgent need to
invest in Biosafety and Good Laboratory Practice
programs for basic biomedical research institutions,
universities and other research laboratories
nationwide, and points towards the need of
educational training measures aimed specifically to
Undergraduate Students and Laboratory

Technicians.
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