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Analysis of common problems in standardizing documents of
laboratory animals

DONG Yunhan KONG Qi LIU Jiangning"
( Institute of Labotatory Animal Sciences Chinese Academy of Medical Sciences Beijing 100021 China)

[Abstract] Compared with developed countries the use of laboratory animals for scientific research in China is
relatively recent. In the past 40 years a standardized system of the use of laboratory animals has been constantly improved
which has improved the quality of biomedical research. However some problems in the writing of standardized documents
still persist. To improve the standardization of laboratory animal protocols and to promote better adherence to such
standards we summarize and analyze common problems in standardized documents for the use of laboratory animals. We
provide correct examples using the basic framework of standard documents and according to the requirements of GB/T 1.1

-2020.
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Table 1 Commons categories of standardizing documents for laboratory animals

Standard category

Function

Required elements

Product standard

Testing standard

Specification

satandard

Code of

practice standard

Guid standard

Specify the requirements that the product needs to meet

A comprehensive description of the experimental activities
and the manner in which conclusions can be drawn within the

appropriate scope and given circumstances

Specify the requirements that a product process or service

needs to meet and provide a method to determine whether

the requirements have been met

Identify a clear procedure for the course of an activity and
provide methods to verify/trace that the procedure has
been performed

N

Provide general directional and principled guidance on a

topic or give relevant advice and information

2
Title  page foreword title scope technical
requirements - appendix

3

Title page foreword title scope apparatus sample testing
procedure test data processing.appendix

4

Title page foreword title scope requirementsand the Proven

Method . appendix

N N N N N N /
5
foreword title program established

Title page scope

program instructions traceability /validation methods

6

N N N N

Title page foreword title scope factors to consider




66 2020 9 30 9 Chin J Comp Med September 2020 Vol. 30 No. 9

2
Table 2 Vocabulary and English translations of standard function types in standardizing documents
/
Standard category Vocabulary /English translations
Terminology standard e Vocubulary
Symbol standard e Symbol graphical symbol sign
Calssification standard e Classification coding

Testing standard

Specification satandard e Specification
Code of practice standard e Code of practice
Guide standard e Guidance guideline
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. . . . 4XXX( )

: 4.1 XXXX( )
3.1 4. 1. IXXXXXXXXXX( )
laboratory animal 4. 1. 2XXXXXXXXXX( )
4. 2XXXX( )
N 4. 2. IXXXXXXXXXX( )
N N o 4. 2. 2XXXXXXXXXX( )
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Table 3 Verb types of different provision

Standard category Auxiliary verb Use equivalent expressions in special cases
Shall '
4 Shall only...is permitted
Requirement :
Shall not . . .
Shall not is not permitted
Should !
ou It is recommended that ought to
Recommendation ;
Should not .
It is not recommended that ought not to
M ;
o May is permitted
Permission :
Need not . . . .
It is not required that no...is required
. Imperative sentence
Instruction
( ) Can Be able to
Statement( ability) Cannot Be unable to
( ) There is a possibility of There is a possibility of
Statement( possibility) It is not possible to There is no possibility of
NN Be for by gi
Statement( gernegal) ¢ jor by shven
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Table 4 Examples of size tolerance and range
Comrect statement Wrong statement 1 . http: //std. samr. gov.cn/ 2020 - 05
80 mmx25 mmx50 mm 80x25X50 mm; ( 80x25%50) mm 0.
80 mmz2mm; ( 80+2) mm 80+2 mm 2 - GB/T 20001. 10-2014
10kpa ~ 12kpa 10~12kpa 10 : 5.
36% ~40%( Example of range) 36~40% 2014: 4-5.
(36+2) %( Example of size) 36:+29%; 36%+2% 3 . GB/T 20001. 4-2015
4 : S .
11.4 N 2015: 3-4.
4 . GB/T 20001. 5-2017
5 : S .
2017: 2-4.
« » 5 . GB/T 20001. 6-2017
« ’ 6 : S .
° 2017: 2-5.
11.5 6 . GB/T 20001.7-2017
( XXXX ) “ 7 7 s. 2017:
. 2-4.
<< XXX >> « 9 7 . GB/T 1.1-2020
. 1 : S .
° 2020: 3-24 32 42-43.
11. 6 8 . GB/T 20000. 3-2014
N 3 : S .
2014: 2.
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