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Clinical trial GCP – English 
original 
The Drug Candidate and some 
Background… 
 
 
The company is excited about its new 
drug candidate for depression.  Although 
the market is now filled with newer anti-
depressants, this one is different.  The 
compound blocks (simultaneously and 
with equal potency) the reuptake of all 
three major neurotransmitters: serotonin, 
norepinephrine, and dopamine. The 
marketing group came up with a great 
name, “Tri-amine”; i.e. blocks three 
neurotransmitters reuptake systems and 
the drug is an amine. Wow, novel! 
 
 
 
 
 
 
 
The drug candidate was designed by a 
discovery chemist and tested by a CNS 
pharmacologist to have the same profile 
for interactions with receptors in the brain 
and major organs as the market leading 
anti-depressant.  It was predicted to have 
few side effects and that has turned out to 
be the case.  However, due to the block of 
reuptake of all three major 
neurotransmitters, the onset of action in 
relieving depression occurs in 2 days, vs. 
2 weeks for other anti-depressants.  This 
is the therapeutic breakthrough that the 
field was waiting for. Furthermore, 
effectiveness was seen in over 90% of 
treated patients in phase II trials, vs. a 
maximum of 66% response rate with 
market leaders. 
 
 
 
 
 
 

Clinical trial GCP – Russian 
translation 
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The general “drug product profile” looks 
good too:  once a day dosing, a small 
caplet, no interaction with foods, and a 
prolonged half-life with only three major 
metabolites evident. No drug-drug 
interactions have been noted in Phase I or 
Phase II studies. The C.O.P.s are $0.15 
per day of dosing. Manufacturing scale-
up has the synthesis down to 8 steps. 
 
 
 
 
 
 
 
 
The need for this compound is great. It is 
expected to fill the gap left when the 
company’s lead candidate (with a similar 
pharmacological profile, but different 
chemical structure) died (actually was 
killed) in the middle of its Phase II by a 
successful patent attack.  Unsigned and 
uncompleted laboratory notebooks 
couldn’t defend the company’s patent 
case. A newly instituted “Discovery 
Research Quality and Compliance” 
program, including a notebook policy, 
was rapidly put into place.  Discovery 
Research QC and the pre-clinical Quality 
Assurance department have assured the 
viability of Triamine’s patent. 
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The Development Status… 
 
All pre-clinical work is complete, 
including a beautiful toxicology package 
with no hits in the genetic tox. battery and 
no tumors in the two-year rodent 
carcinogenicity studies. The Phase I and 
II studies have gone without a hitch, with 
a great deal of credit given to the teams 
that recovered quickly from the disastrous 
patent loss situation with the previous 
candidate and employed all of the same 
trial designs and case report forms for the 
present studies. As a result, Triamine has 
moved quickly in development. The 
global Phase III trial is now nearing 
completion. Eighteen Principle 
Investigators were recruited, including 
three “Mega Opinion Leaders”.  One of 
these opinion leader psychiatrists is 
especially important to the company 
because he is the largest prescriber for the 
company’s anti-psychotic drug; over a 
million dollars a year! His name is Dr. 
Marcus (fictional of course…). The local 
sales reps. call him, “My Million Man 
Marcus!”  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

������������� ���
� � � 
��������������� ������� �� 
«"
�����». 
 
��������	 ��������
�… 
 
��� ������������� ������������ 
��������. -� 
�������� ��� �� � 
������������ �������� 
���������	�� �� ����������������� 
�������������, � ����
�� �� �������� 
������� �
����� � ����� ������������ 
�������� �������� 
������������������ �
����������� � 
�� ������ ������ ������� � �
�	���� 
���������� ��������� �
���
��� �� 
���	�
������� �������� �� �
�����. 
-����������� ������ I � II �
�(�� �� 
����� � �� ���
���� � ����� ������-
����������������� �
���, ����
�� 
����
� �
�(�� � ���� ����� 
������
��������� ����
� �-� 
���������� ���� � ���� ��������� 
�
�����#��� ��#�����-��������� � 
����
�������� �
���
��� � 
�
������� ��� ������ �
���
��� ��� 
�
����� ����� ��������� � ��
�� 
���������� �� ����
�� ������� 
��	������. � 
�������� 
�
������ 
�
������ �
���������� ����
��� 
�������. )����� ��� ������� � 
���
(���  ���� III ����������� 
���������, �
�����#���� � 
���������� ���(�����. %� 
����� 
�
����� ��������	��� 
������������ 
���, � ��� ����� �
� «����
-
����
������� �����
��». '��� � ���� 
����
������ � ������� �������
�� 
�������� ����� ��� ��������, 
��������� �� ���������� �������(�� 
���������� 
�	����� �� �� ����
���� 
�
���� �������: ����� ��� �� 
������� �����
�� � ���! .�� ���� 
/����
 0�
��� (���, �������, 
����(������...). "�
����� 
�
����������� �������� �� ������ 
���� ��� �� �����, ��� «0�� 
0��������� 0�
���!» ��� 000 .  
 
 



 4

The Situation… 
 
MMMM has done many psychiatric-type 
trials for many companies.  He is very 
well published, and most often is the lead 
author. He is an “opinion leader” speaker 
for the company at their sponsored 
symposia and other professional 
meetings. His ability to enroll patients is 
renowned in the industry and in 
academia.  In fact, he enrolled over 25% 
of the patients in the Triamine, pivotal, 
Phase III trial; i.e. his site is the pivotal 
site for Triamine. Most importantly, one 
can always count on MMMM to have 
“finisher patients”, and data and reports 
that are sent in on time. He also has a 
high “responder rate” among his patients, 
which, of course, is good for the drug’s 
therapeutic profile! Lastly, clinical trial 
site monitors and Clinical Research 
Associates (CRAs) and the QA group 
auditors like going to his site since they 
rarely find anything wrong and, “He’s 
always so friendly and helpful!” 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
Not unexpectedly, MMMM has now been 
targeted by the FDA for a Principle 
Investigator Site inspection due to his 
high enrollment for the Triamine study. 
The FDA is also interested in MMMM 
because he is also the highest enroller for 
two other anti-depressant drugs in 
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development with other companies. 
MMMM’s site is the first of three sites to 
be inspected by the FDA field and central 
office inspectors as part of the final 
approval process for Triamine’s NDA. 
 
 
 
 
 
 
 
 
 
 
 
The company’s QA Auditors and the Site 
Monitors from the contract research 
organization and the company’s lead 
CRA and an Area Quality Coordinator 
have all converged on MMMM, 2 weeks 
prior to the FDA scheduled inspection. 
Their purpose being: “Just to tighten 
things up a bit since no one had been at 
the site for the last three months”, said the 
study monitor. “Actually, I’m new to this 
site, since we’ve had a lot of monitors 
quit in the last year and we’re all 
stretched pretty thin right now.  I was told 
not to worry, because, he’s such a great 
clinical researcher”.   
 
 
 
 
 
 
 
 
The company CRA also voiced the same 
sentiments: “We’ve kind of let him slip 
too because of our all out focus on 
writing new SOPs as result of the recent 
company merger with another company. 
You know, the “Harmonize Operations-
Harmonize Optimally” initiative between 
the companies. This has been our top 
priority, the “Ho-Ho Initiative”, as we 
call it! But, as she said, ‘He’s such a great 
clinical researcher’. Really, he’s been 
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great in the past!” 
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