Chinese Journal of New Drugs 2026,35(12)

-HAYERREIESHREE -

Hl 25 M 5 58 = 77 40 T AL 44 T B 25 490 Il PR 12X 36 4 A 4 )
SEE R S X B =R

Bochs, FaE B B
(b # B 2% k%, dh g 102400)

[(HE] BR:AHAGLCLEE=Z7RNIHEADERRBFERARNSEFHEACEERES
., FE:EAHYERRBHERBN SN ERBEIN, NG E LR T&EAE, TR A&EFHZ
NEESHENGR, FRBAHUEFERE, R BEEXE,AEFTHERATHNTRERN T B IE R FXE
THRAEEEMNERE, N ZERRE FIALLE R = 7 RN EREERS AR N A
FRNAFE REEHARERA, AMTUEIFFERE, G4 IG KK B W&, 04 AR 400 0T A 838
ﬁ;irékga‘zﬁf&ff&m Hit: ALV E5E=FRMUNMEFERLNEETRABASEEZL LA LRS
HE AEFAEE RERARRTRE K LRSS BB AT E A E AR, BB R 5
BR,TEAAY iiﬁi%o Bl At 41 0t & ek & S E R T E K R D0 R R AR A R e A 4
A EEE, UREERRAREERESXREL L, EF XN T oENG B EREATFIE.

[XEIR] ZHERRB;FARN; AFEEZLNRTEAER;ANEHE

[FESZEE] RIS [ XXEkbRET] A [ZEHS] 1003 -3734(2026)12 - 1288 - 08

Key points and risk prevention and control in cooperation on sample
testing of drug clinical trials between pharmaceutical companies
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[ Abstract] Objective: To provide a reference for the compliance management of sample testing cooperation
between pharmaceutical companies and third-party testing institutions in drug clinical trials. Methods: Based on
the actual practice of sample testing cooperation in drug clinical trials, this paper analyzes the core points and
potential risks in the cooperation from the perspectives of cooperation key points and risk prevention and control,
and proposes targeted prevention and control strategies. Results; Overall, non-compliant behaviors in the cooperation
may expose both parties to civil liability, administrative liability, or even criminal liability. From the perspective of
cooperation practice, pharmaceutical companies and third-party testing institutions generally face problems such as
vague definitions of service content, unclear division of rights and obligations, and insufficient quality control.
From the perspective of the industry environment, drug clinical trials regulation is becoming increasingly stringent,
with continuously rising requirements for the standardization of sample testing and data authenticity. Conclusion .
In sample testing cooperation between pharmaceutical companies and third-party testing institutions, both parties
should clarify the key points of cooperation, including refining the scope of services, standardizing expense settlement,

defining the ownership of technological achievements, fulfilling confidentiality obligations, establishing a communication
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mechanism and adopting standardized entrustment agreements. They should also strengthen their awareness of risk

prevention and control and improve their compliance management systems. At the same time, targeted prevention

and control measures should be constructed against risks such as approval deficiencies, subcontracting, quality

control failures, expense disputes, and intellectual property infringement, so as to ensure the quality of clinical trial

data and the safety of subjects, safeguard the legitimate rights and interests of both parties, and promote the stable

and orderly development of cooperation.
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