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[ 3% 4f A Catania, C. (2012). Clinical trial nurse’s role in safety reporting. Nursing Fo.rum, 47(13, 18-26.]

A clinical trial is defined as a research study involving human participants that is intended to answer
specific health questions about how to improve health and control or cure disease. Clinical trials are
conducted in order to determine the safety of the investigational agent and to understand adverse events
(AEs) associated with the intervention. A multidisciplinary clinical research team is involved in' the conduct
of clinical trials that includes determining the safety of an investigational drug or device. One important
member of the multidisciplinary research team is the clinical trial nurse (CTN). The CTN performs many
duties, one of which includes gathering information and reporting serious adverse events. _

Although risks in clinical trials are inevitable, safety reporting allows for risks to be minimized and for
unanticipated harms to be rapidly detected and contained. It is the efforts and collaboration of the CTN and
the principal investigator (PI) in the assessment and reporting of AEs that allow the subject’s rights and
well-being to be protected. The roles and responsibilities of the CTN in safety reporting are critical to the
conduct of clinical trials. The CTN is an integral part of the safety reporting process. The CTN is well suited
for the development of AEs and/or serious events because of his or her nursing background and his or her
knowledge in disease processes. The CTN is also well suited for this role because he or she receives
research-specific training. This includes having an adequate understaﬁding of clinical research, research
ethics, and the components of Good Clinical Practices (GCP). This understanding allows the CTN to ensure
the probity and safety of the research process. This is particularly true for the CTN who is familiar with the
GCP guidelines, which cover all aspects of clinical trials including AFEs reporting. The CTN acquires
knowledge relating to clinical trials, regulations, and guidance by participating in educational opportunities.
The CTN is able to utilize this knowledge and experience and integrate it with the roles of safety reporting,

Although regulatory documents do not refer to the CTN in the safety reporting process, they still have a
significant part to play in this role by assisting and collaborating with the investigator. However, the nurse
can serve as the PI if he or she is appropriately prepared at the doctoral level and paired with a physician for
pharmaceutical clinical trials. In this case, the nurse as the PI is permitted to assume the leadership role.
Regardless of the role, the CTN is involved and contributes to the assessment, documentation, and repérting
of AEs.
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[45% & Choi, J.C. et al. (2014) #- %% Patient Preference and Adherence, 8: 167-177. %]

{ Background ] Oral dabigatran was recently approved as an alternative to warfarin for prevention of stroke

and systemic embolism in patients with nonvalvular atrial fibriflation. Unlike warfarin, dabigatran has a
fixed dosage and few drug interactions, and does not réquire anticoagulation monitoring or dietary
restrictions. .

[Méthods] This study aimed to describe and compare characteristics of patients with atrial fibrillation who
used dabigatran or only warfarin. Patients with a self-reported diagnosis of atrial fibrillation aged >18 -
years who were receiving (br had received) warfarin or dabigatran completed an online survey.
Differences in characteristics of dabigatran and warfarin users were tested using chi-squared tests and
analysis of variance for categorical and continuous variables, respectively.

[Results] Overall, 364 patients were surveyed (204 warfarin users, 160 _dabigatran users). The mean age
was 65.1 years, and 68.7% were male. Dabigatran users were more likely than warfarin users to be
female (36.9% versus 27.0%) and to have experienced adverse events, including gastrointestinal
bleeding, in the 3 months before the survey (21.9% versus 6.9%; p<0.05). Both groups reported high
medication adherence (dabigatran users 0.65 versus warfarin users 0.63 missed doses/month). Dabigatran
users were more likely than warfarin users to discuss treatment options with their physician before
beginning therapy (36.9% versus 24.5%; p<0.05) and less likely to switch anticoagulant medication _
(10.7% versus 31.9%; p<0.05). Although ‘dabigatran users were more likely to experience adverse events,
they reported greater satisfaction with anticoagulation treatment than warfarin users.

. [ Conclusion] The efficacy and convenience reported by dabigatran users resulted in greater treatment
satisfactioln among dabigatran users, even though adverse events decreased it. Treatment strategies that
minimize adverse events may improve treatment satisfaction and adherence among patients with atrial

fibrillation.

L REEX A ERA THRAT—RFN 25 T3 ? R B R R RBRELL - (10%)

2. 3 Rk F B2 S kR L EE 80 BB - (5%) |

3. HLMERLLAELERFFEER? LR TERAELNESRNEREELFEL FE Y
BTREag R X R A M LRERE - (15%)

BrE




ETER B ASE 103 S5 EHA LR 4 R
FB RHEE(F) &k 160
Bk 6 £ 3 Hx# 3R

= FRF R EMEE R H(Advanced Nursing Practice; APN) s Z R ¥ A & RMR - Ll
CRN ¢y ¥ BH A EERAZHALRM - CRN f & A0 RE ) BH(15%)? L0A THE
#F % #% 2 &5 (Clinical research nurse; CRN) | # ' g% JK # % ¥ % (Clinical nursing
specialist; CNS) | A &BEHEZRARE(5%) -

W~ F CRN ERBRHATERRB/FEGBE Y 54 "TERUN LT ERERIRBAE | »
WA T F i At R FHAE  BRARRFERS TERAERBRRREE
(Good Clinical Practice Guideline; GCP |, B i 176 H B Hvk » R 4 REKREEAF RN
(Registered Nurse; RN)# £ % (20%)?

I\

AAEALE

%




