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Nursing Report Sheet: An Essential Tool for
the Clinical Research Nurse

Introduction

The clinical research nurse's areas of expertise are defined
by the NIH (National Institute of Health) and are shared
internationally. However, nursing practice in clinical
research has only recently begun to be formally defined:
In the past, the research nurse had little time to read the
entire protocol and, in order to manage scheduled visits, they
developed the nursing summaries of clinical trials. Discussing
nursing summaries can help assess research workload,
allowing for better planning and resource allocation.?

Documenting care is not only a legal obligation but, above all,
a mature, responsible and ethical way of acting professionally.
Properly documenting, then, is the best way to protect the two
components of healthcare: the citizen on the one hand, and
the professional on the other.3

Institutional and professional purposes determine what
information should be documented and how it should be
documented.® Although the content of nursing documentation
is an expression of the functions indicated in the professional
profile,” the related documentation will vary according to the
contexts in which nursing activity is expressed and actualised
(inpatient, freelance, home, day hospital, etc.). Thus, nursing
documentation becomes a simple repository of information
delivered to the decision-makers of other professions as a tool
for scientific problem-solving applied to nursing.®

In clinical research, it is essential to adopt good documentation
practices that must be accurate and appropriate to ensure that
study results are built on credible and valid data.’

The question to ask is, "do we have good documentation and
how do we use it"? Any basic training in clinical research will
surely include these phrases: "What is not documented is not
done!" "Document what is done and what is not done!"

Objective

The objective of this article is to describe the experience of creating
nursing records as an essential tool for collecting good-quality data in
clinical trials.

Methods

In 2014, in a diabetes clinical research unit at San Raffele’s Hospital,
the research team decided to introduce the nurse report sheet (NRS).
Before that, nursing documentation had not been adopted; the role
played by the research nurse in the areas of autonomy, competence,
and responsibility was not documented. It was the physician who
documented all activities performed (including nursing activities)
during the visit of the patient involved in the clinical trial. At the end
of 2014, there were twenty active clinical trials, and there was one
research nurse following these protocols, primarily on type 2 diabetes,
divided among five investigators. As a result of her education through
the Master in Clinical Research Nursing, the research nurse developed
the idea of creating the NRS.
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Initially, a "literature review" was conducted. The purpose of the
literature review was to find material related to "research nursing
documentation" in general and more specifically regarding the NRS.
The literature review was developed through databases (PubMed
and Cinhal).

Unfortunately, no examples of nursing documentation
related to clinical trials have emerged (likely due to the inevitable
"customisation” of NRSs based on trials).

However, it is essential to remember that documentation of the
research nurse's activity is established in CPy of the clinical practice
dimension,” is therefore a necessary competency of the clinical
research nurse (CRN), and is already recognised as such.

Preparation of the NRS is one of the most time-consuming of all
activities performed by the CRN.#

In fact, it is necessary to study the protocol and prepare
documents for each visit required by the clinical trials. That also
constitutes a very useful checklist that allows the research nurse
to perform all the planned activities of the visit, according to the
protocol, minimising the risk of error and especially certifying
and tracking any data. To structure the NRS, the reference model
was the definition of source document according to GCP (Pto.1
.52): 'Original documents, data, and records (e.g., hospital records,
clinical and administrative records, laboratory notes, memoranda,
subject diaries or evaluation forms, drug distribution records, data
recorded by automated equipment, copies or transcripts certified
after verification of their adherence to the original, microfiches,
negatives of photographs, microfilm or magnetic media, x-rays,
subject records, and records kept in the pharmacy, laboratories,
and medical-technical departments involved in the clinical trial)."
[12] In addition, according to Food and Drug Administration (FDA)
standards, the term ALCOA is an acronym that stands for:

A - Attributable. The source document must be attributable and
unequivocal.

L - Legible. Readable; written documents must be clearly legible.

C — Contemporaneous. Complete and consistent. Contemporary,
complete and consistent with the data you want to insert so
that you can clearly understand when the information was
collected and recorded. So even for any type of correction
made to the source document, an abbreviation (to identify the
one who corrects) and a date (to establish the chronological
order of events) is required.

O — Original. Original.

A — Accurate. Accurate.

Table 1 summarises the key principles of the common/
transversal parts of the NRS, with an example of NRS in Figure 1.

The basic steps for creating an NRS can be summarised in Table 2.
Results
To objectively assess the impact, in terms of the number and

severity of findings (i.e., errors or deviations from the protocol),
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~ Header (each VRS must have a header at the top with all the references of the Trials Unit)

A — Antributable » Subscription (each NRS must have a space at the bottom dedicated to the date and signature of the CRN
that completed the NVRS)
T=Tesile » Compilation in block letfers of the NRS

# Version number of the NRS (e.g. version 1.0 of 10.12.2015))
C- Contemporaneons, — - —
Complete and Consistent | * Spaces related to comments (each NRS must have these spaces to allow the CRN to write down

particular data not present in the NRS check list)
# Archive in folder on the PC (the NRS are saved on electronic media shared between the CRN)

O- Original » NRS archive in the patient folder (they are inserted in the patient folder in the study cabinet and kept
with all the decumentation even at the end of the study for 25 years)

~ Team verification (the NRS are verified between the CRNs, the comparison is shared with the research
A—Accurate team, the P1 and by the Sponsor before giving a version number to the NRS. In case of changes following
amendments to the protocol, they are created new NRS with new version number).

Table 1. The key principles of the common parts of the NRS

NURSING REPORT SHEET: PROTOCOL: xx00xx 00xx00xx00

Clinical Trial Unit... ... .......... Dipartment.... .. ........_..........
DirectorProf. ... ... ...
10T AR &
Clindcal ResearchMurses DrInf ... .. . . DrInf . . .
VISITDATE _ _/ _/_ __ _ NSUBJECT ___ _ _____ V3 [RANDOMIZATION)
¥ Order dry ice for shipping on the day of collection
Anthropometric WEIGHT_ __ Kg
parameters
Time he/she sits
Vital Signs [
sphygmomanometer: | Check after Smin sitting BP x:_ [/ mmHg HR:_ _ _ batt/min
5B02288001 Frame
Body temperature: _ __ *C  Breath frequency _ _ _ acts/minute

ECG Sild
Blood sampling YES O DTX.__ _ mg/dl PK sampling 1h post :
Use W3 LAB Kit
¥ Fasting is required for this wisit
¥ Prepare an ice bath for the glucagon tube before collection
Blood sampling »  Take Pk pre-dose and 1 hour after the start of the drug infusion
» DO NOT collect Differntial methylated INS DNA (1. 8M! WHITE CAP TUBE) for
ANY patient Do not return this tube.

PBMC: to be sent to the environment, the sample must be processed within 24 hours of
collection

Dipstick urine YES [0 Urine Pregnancy test (only for women of childbearing age)
Urine YESO  NoO NADO

TEST GLu BIL KET 56 BLo FH PrRO Uro NT LEU

Drug administration xx00xx00xx00:xx00 YES I
Start time: _ - _ _ Wolume administered: _ _ _ml End time: _ _

DRUG Tl
Observation of the patient until hours: __: __ (At least 2 h from the end of the infusion)
Education to the administration of w.. e cesene YES O

Comments

Date and Signafure of Clinical Research Nurse

Date and Signature of Sperimentator

Figure 1
Initial phase The PI sends the protocol to the CRN in advance (about a month earlier) than the 577 (Site Initiation Visit).
Study phase The CRN studses the protocol and selects the parts of its competence.

The CRN creates a protocol-specific folder on the PC and inside it creates Word documents identified with

NS Erition piiw the visit number (e.g. if the protocol includes 20 wisits, there will be 20 VRS)

Sharing phase The NRS are shared with the research team and approved by the PI

The NRS are sent to the Sponsor for validation (changes can be agreed dunng the S/T) and there will be final

Validation phase approval by the Sponser

Table 2. The NRS creation process
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the "follow-up letter" was used as an evaluation tool. These letters
were produced and sent by the various CRAs, based on the data
monitoring process done during periodic monitoring visits to our
site. The monitoring and follow-up letters were periodic in time but
overall variable in frequency, depending on the number of active
protocols. It was estimated that annually there were approximately
20 active protocols at our centre.

A retrospective review of all follow-up letters was performed,
starting from the end of 2009 until December 31, 2019. Only results
closely related to the nursing procedures required by the research
protocol and associated samples management (including laboratory
manual) were considered.

Deviations from laboratory manual procedures were considered,
as the research nurse is often also responsible for the management
of biological samples (collection, processing, storage, shipping, and
documentation) and some of these procedures are included in the
NRS. Findings specified in the follow-up letters could be generated
by any action not in line with the research protocol or laboratory
manual, any requested but performed inconsistently procedure,
or omitted procedures. A total of 13 findings were found. This
number is small compared to the number of follow-up letters, and
demonstrates a good quality of the site, which has also improved
with the implementation of the NRS. Findings found can be
categorised into:

- Failure to meet the sample submission timing (biological
samples shipment to the central laboratory);

- Laboratory kit not appropriate for the visit — incorrect use of
lab kit;

- Biological specimens incorrect collection;

- Failure to comply with storage method of biological samples;

- Procedures to be performed during the visit (nursing assessments).

The case of "failure to meet sample submission timing" was
the most frequent case (seven hits) and primarily involves frozen
samples that were sent later than requested. The risk of its recurring
has been eliminated by making a reminder in the NRS regarding
the timing of sending frozen samples. We emphasise that each
biological sample has its own storage times and methods, specified
in the laboratory manual, which must be respected in order to
perform the correct analysis.

The case of "lab kit not appropriate for the visit" involved the
use, for the collection of biological samples, of incorrect kit. There
were four separate findings and some involved the collection
of pharmacokinetic/pharmacogenetic samples. The risk was
eliminated by adding a reminder in the NRS, specifying, if
necessary, which kit is to be used at each visit, and also adding the
use of any optional kits, such as pharmacokinetic/pharmacogenetic,
DNA, etc. In addition, in the case of mandatory pharmacokinetic/
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pharmacogenetic specimen collection, notes have been added
specifying the time of collection and the "not collect" option if no
longer requested. This was to make the NRS as accurate as possible
to avoid omissions or errors.

The case of "biological specimens incorrect collection" (one
finding) involved the collection of the FMV (first morning void)
urine specimen; the patient had not been sufficiently instructed
and FMV urine collection wasn't done. This risk was eliminated
by providing a reminder in the NRS specifying the type of urine
specimen to be collected at home, and the need to give to the patient
the related containers and appropriate directions to collect the
FMV.

The "procedures to be performed during the visit" case involves
two separate events. One case involved the failure to perform an
electrocardiogram (a procedure required by the protocol), and the
other involved measuring vital signs at a certain frequency and
determining a reference arm. The risk was eliminated by including
in the NRS all procedures and methods to be performed. The
protocol flowchart and detailed description of how the various
procedures are performed are always considered. This ensures the
accuracy and consistency of the collected data.

The "storage method of biological samples" case involves only
one event. It was not possible to include a reminder or description
in the NRS because handling of blood samples is complex, the
number of blood samples to be handled is large, and all necessary
information is included in the laboratory manual. Failure to
comply with the indications of the laboratory manual are the
responsibility of the operator who manages the samples collected
and, in this regard, but separately from the NRS, in our centre has
been subsequently implemented by the CRN with the purpose
of preventing these types of errors, a specific form, where all the
steps of the biological sample management process are traced and
documented, from collection to shipment.

Discussion

The introduction of the NRS was gradual, beginning in 2014, was
institutionalised in January 2015, and to date has become a key
tool for the research nurse and the entire research team for the
quality of work performed. In fact, the NRS lists useful reminders
and procedures (and how to perform them) for the entire research
team. Without these reminders/procedures, important visit planned
activities and assessments might be omitted. Its structure and
included notes have been refined over time, sometimes as a result
of the findings. Retrospective evaluation of errors found before and
after the creation of the NRS found that, although they occurred
even after the introduction of the NRS as data collection tool and
checklist, the findings were reduced /eliminated as it was gradually
refined. Some findings in 2014/2015 were related to studies that
began before the introduction of NRS. It should be noted that
starting in mid-2015, there were no more relevant findings related
to nursing assessments or activity. In addition, the quality of our
research centre has always been good and overall there were no
relevant findings, either during monitoring visits or audits. NRS
aims to ensure excellent quality of the data collected and the best
quality of a study conduction by following the correct procedures.

Conclusions

The combination of the efforts of the clinical research nurse and
the principal investigator (PI) is critically important to the success
of the clinical trial. [13] In this case, PI's approval is also essential
in nursing documentation in order to support the clinical research
nurse in the process of developing these documents, that become
very useful for the entire research team. In our reality, this has
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Period Finding detected Category Entry in the NRS

ambient sample fiocen by mistake and then s -
marec.13 sact Ernzer hsbioid of and storage method of biological samples NA

_delay in sending samples on dry ice _failurs to meet sample submission timing _Timing reminder for sending frozen samplas
may-13 A

_not performing an ECG _Procedures to be performad during the visit not respected | Reminder or method of execution of the requastad procedure
april.14 ncorrect laboratory kit Laboratory kit not appropriate for the visit Reminder of correct Laboratory kit to use and optional kits
april.14 Uchem not sent failure to meet sample submission timing Timing reminder for sending frozen samples
may-14 Lab query - wrong kit Laboratory kit not appropriate for the visit Reminder of correct Laboratory kit to use and optional kits

- Blood pressure was not measured on both
arms at the screening visit, not indicating the

may-15 aroofchoice T The during the Procedures to be performed during the visit not respectad Description of how vital signs are measurad
study.
jun1s Failure to collect serum samples for Laboratery Kit not appropriate for the visit and failure to wdwmhhmﬂmm-ﬂ
_ patient did not go to the Site for Week 13
_— visit with first moming urine sample as e ; - : - Reminder specifying the type of sample to be collected,
el requasted; a sample collectad at the Site was T el s mstructions to the patient and delivery of the necessary containers
used for the analisys required by the Study
jun-15 specimens for exploratory investigations Were | e o 10 oot sample submission timing Timing reminder for sending frozen samples
kept at the Site for more than a month
Table 3. Findings found in follow-up letters Finding
been the case and it would be interesting to conduct a nursing Sceciality of Clinical Research Nursing" 9 4 2004. [Online]. Available:
survey to map if and how many CRNs are using the NRS, how they https: /www.cc.nih.gov/nursing/crn/DOP_document.pdf. [Accessed 10

12 2019)].

12.  European Medicines Agency, "Guideline for good clinical practice E6(R2),"
1 Dicembre 2016. [Online]. Available: https: /www.ema.europa.eu/en/
documents/scientific-guideline/ich-e-6-r2-guideline-good-clinical-
practice-step-5_en.pdf. [Accessed 14 12 2019)].
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