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Analysis of common problems in standardizing documents of
laboratory animals
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(Tnstitute 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.

[ Keywords] laboratory animals; standardization; document writing; common problems
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Table 1 Commons categories of standardizing documents for laboratory animals

i)

Standard category

FEH

Function

IEER

Required elements

7 bR

Product standard

I bR

Testing standard

HLIEARIE
Specification
satandard

FRRE bR
Code of

practice standard

TERbRAE
Guid standard

FAE 7 i 5 4 T A R

Specify the requirements that the product needs to meet

TGS BRI E PR T, 4 3R 52 50 0 Bl 0115 1 45
WY

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

appropriate scope and given circumstances

FAE B i o R IR 55 T S AL SR, I 4 Hh T TR A
S HLSROE A F W 2

Specify the requirements that a product, process, or service
needs to meet, and provide a method to determine whether
the requirements have been met

B By R MR R R, 9T 45 i 7 IR SE /58 B %
e BRI EAT

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

been performed

PR R M | 5 1) M | S R 4G AR OG
NN s
Provide general, directional, and principled guidance on a

topic, or give relevant advice and information

B AT AR I BORZER b

Title page,  foreword, title, scope,  technical

requirements , appendix

B AT BREA AR T AR A R P IR
IR AL B 53
Title page, foreword, title, scope, apparatus, sample, testing

procedure , test data processing ., appendix

B T IR FR TR FORAIEI 2 B
Title page , foreword , title, scope , requirementsand the Proven
Method , appendix

B AT AREA PR JEH RS TR B/
TS
Title page, foreword, title, scope, program established,

program instructions , traceability/validation methods

BT RS RS BR G T I R

Title page ,foreword, title, scope, factors to consider
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Table 2 Vocabulary and English translations of standard function types in standardizing documents

PRI 5 ZHR /34
Standard category Vocabulary/English translations
A e R
Terminology standard e Vocubulary
T hRifE e fF S BB S ARk
Symbol standard e Symbol, graphical symbol, sign
S¥kRME e IR e il

Calssification standard
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P R(EEN
Specification satandard
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Code of practice standard
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K3 ARSI AR
Table 3 Verb types of different provision

el 5h 1A
Auxiliary verb

Fo AR
Standard category

FEER B OL T TS5k 18

Use equivalent expressions in special cases

8 S Shall
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Requirement B
AN Shall not
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Fiiea
Recommendation N
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N nJ May
FeiF
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EZN
Instruction
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ik (A REME) A HE There is a possibility of
Statement ( possibility ) NTTHE Tt is not possible to
— PR BRI

Statement ( gernegal )
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Shall, only...is permitted
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] A H o
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Table 4 Examples of size, tolerance and range

NRVIES HRERIAR

Correct statement Wmng statement

80 mmx25 mmx50 mm 80%25%50 mm ; (80x25%50) mm

80 mm+2mm; (80+2) mm 80+£2 mm
10kpa~ 12kpa 10~ 12kpa
36% ~40% ( F7EF Example of range) 36~40%

(36+2) % ( F2/A2% Example of size) 36+2% ;36%+2%
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