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1 • lntoroduction 

Based on an agree•ent with UKIDO. I •as engaged in KRICT (the Korea 

Research Institute of Che•ical Technology) for fourteen days as a specia-

list of Antigenicity study. Antigenicity study which belongs in the field 

of l••unology and is required in the testing of new drugs in Japan. is one 

of toxicological evaluation studies of che•icals. And IRICT has been to 

establish a well equipped research intitute for toxicity tests. alread> 

invited such as a teratologist and a toxicologist. In this report. I 

describe •Y doings. •Y i•pression and •Y findings in KRICT. 

2. The persons I •et in Seoul and Taejon. Korea 

lay. 30. 1988 in Seoul 

Ir. Park Pyong Chol. UKDP project prograaaer 

Persons I •ade con!act with while I worked at KRICT 

1) Jung Koo Ro!\. Ph.D •• Director of Toxicology 

Research Center. KRICT 

2) Sang Seop Han. Ph.D .• Senior Research Scientist 

of Toxicology Research Center, KRICT 

3) Ki• choong Yong, Research )cientist of 

Toxicology ltesearch C.:nter, KRICT 

4) Park Ryong Chol, Research Scientist of 

Toxicology Research Center, KRICT 

in Taejon 
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3. Explanatory note 

Abbreviation 

KRICT Korea Research Institute of Che•ical Technology 

GLP : Good Laboratory Practices 

SGPs : Standard operating procedures 

ASA Active syste•ic anaphylaxis 

PCA Pa~sive cutaneous anaphylaxis 

4. Job description 

On daily routine schedule, •ethod and •echanis•s of antigenicity tests 

•ere lectured in the •orning and practices of tests •ere done in the 

afternoon. The ite•s lectured •ire as follo•s : Jn vivo tetts, (I) Active 

syste•ic &naphylaxis (ASA), (2) Passive cutaneous anaphylaxis (PCA), (J) 

Passive syste•ic anaphylaxis (PSA), (4) Arthus typed skin reaction, (5) 

Delayed type hypersensitivity, (6) Maxi•ization test, (7) Photosensitivity 

test. and in vitro tests, (1) Passive he•aiglulination test, (2) Schultz

Pale reaction, (3) Precipitation lest, (4) Radioi••unoassay (RIA), (5) 

Enzy•e i••unoassay (EIA), (6) Migralioh Inhibiting lest, (7) LY•Phocyte 

blast transfor1alion test. 
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5. Planning protocol 

Content of studies of antigenicity test is changeable in accordance with 

•olecule or properties for exa•ple. effectiveness of a test substance. 

Settleaent ite•s on a large scale or on a s•all scale, dosage, sensitizing 

schedule, with or without adjuvant and ~ther subjects are very iaportant 

to plan a protocol of antigenicity test. And so•e of these ite•s •ill be 

select by using one's experience or by use of papers. 

6 . Preparation of work sheets 

Considering GLP, every raw data which will be obtained fro• an exaaination 

should be kept on recorded. 

fora an idealistic vie• point every data fro• the exaaination can be save 

into a coaputer •e•ory, he•ever it is realistically difficalt for an 

antigenicity test. Hence. it is necessary that the results fro• the test 

are recorded in work sheets. How to design work sheets is i•portant. 

Code No., test substance, experi•ant, day, na•e and other subjects are 

need in a sheet. 
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7 • Preparation of SOPs 

Accoding to the GLP. each separate laboratory unit should have i••ediately 

available SOP relevant to the activities being perforaed therein. 

Prior to ~arry out a contruct study of Antigenicity test in KRICT. he 

should have prepare SOP of antiger.icity test. 

By the way, KRICT •ill be coapel to originate SOP of antigenicity test 

with a long tiae. owing to be lack of a aodel. for instance, a guideline 

of antigenicity test. 

I guided trainees in KRICT preparation of SOPs as following. 

SOPs for Antigenicity test 

1. General Rules 

2. Detailed Rules 

(1) Control of Experimental Aniaals 

(2) Control of Substances 

(3) in vivo Experimental Procedure 

( 4) in vi lro Experimental Procedure 

( 5) Maintenance of Equ i ppnen ts 

( 6) Records and Reports 

(7) Additional Data 
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8. Indication of the probleas 

8.1 The probleas of collecting inforaation 

KRICT TOXICOLOGY bas to operate contract research froa all over the world. 

And the aethod is different depending on the purpose of the test of the 

trustee and the supervising governaent anthorities of the trustee's 

country. loreover, there is an occational adjustaent of the experiaental 

aethod in each country. 

Therefore, it is neccessary to acquire the inforaation systeaatically froa 

all over the world at any tiae. 

An especially to carry out an antigenicity test. aany sort of reagants. 

special articles are necessary. It is expected that a inforaation (cataiog 

included) will be established in future. 

8.2 Others proble~ 

First, I was aentioned that I should do practice in an antigenicity test. 

Two aen of trainees had not known their own role when I started trainning. 

And they had have their own Job, they had not have enongh tiae to partici-

pate in our trainning. 

Therefore, it was very difficult to carry out trainning for two weeks all 

the c;tegory of antigenicity test. 




