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Deployment of dedicated nursing staff to
stimulate use of clozapine.

No registrations found.

Ethical review Positive opinion
Status Pending
Health condition type -
Study type Interventional

Summary

ID

NL-OMON20244

Source
NTR

Brief title
CLOZ-NP

Health condition

Non-affective psychotic disorder.
Niet-affectieve psychotische stoornis.

Titel: Deployment of dedicated nursing staff to stimulate use of clozapine.

Hypothese: Physicians in teams of Type/Condition A (where they can delegate clozapine
monitoring tasks to a Nurse Practitioner) will prescribe clozapine more often than physicians
in teams of Type/Condition B (where they should performing monitoring tasks themselves).

Blindering: Single-blind

Primaire uitkomst: Proportion of patients indicated for clozapine (in condition A vs. B) who
actually start with this drug.

Bij korte samenvatting: Primary objective: to examine whether a physician will treat more
patients (who have an indication for clozapine) with clozapine, if he can delegate weekly
monitoring tasks and discussion of common side-effects to a Nurse Practitioner (NP).
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Sponsors and support

Primary sponsor: Rivierduinen, GGZ Leiden, the Netherlands and Maastricht University, the
Netherlands.

Source(s) of monetary or material Support: GGZ Leiden, Rivierduinen, the Netherlands

Intervention

Outcome measures

Primary outcome

1a. Proportion of missed weekly lab exams (white blood cells) in condition A vs. B.

1b. Number of days the lab exams (white blood cells) are delayed, divided by total number of
required lab exams in condition A vs. B.

Secondary outcome

1. Duration of clozapine use in condition A vs. B.

2. Clinical Global Impression-Schizophrenia scale (CGI-SCH) score of change in condition A vs.
B.

3. Proportion of patients indicated for clozapine (in condition A vs. B) who actually start with
this drug.

4. Proportion of patients for whom clozapine is indicated.

5. Qualitative data to explore how potentially hazardous side-effects were handled.

Study description

Background summary

Background: The antipsychotic drug clozapine is more effective than other antipsychotics.
However, it remains underused, most likely because it is more labour-intensive as white
blood cells should be monitored weekly during the first 18 weeks. Especially for outpatients,
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this generates a lot of extra work for the physician (psychiatrist/resident). A recent survey
concluded that professionals “perceived the presence of dedicated staff to arrange and
monitor the initiation of clozapine in outpatients as the factor that would enable the use of
clozapine most”. The exact proportion of patients with Non-Affective Psychotic Disorder
(NAPD) in an outpatient setting who should be treated with clozapine is uncertain.
Primairy objective: To demonstrate that delegation of clozapine monitoring tasks to a NP is at
least as safe as Treatment As Usual (TAU).
Secundairy objectives: 1. To examine whether collaboration between a physician and a NP is
associated with a longer retention of patients on clozapine. 2. To examine whether
collaboration between a physician and a NP is associated with a better outcome in patients
who start with clozapine. 3. To examine whether a physician will treat more patients (who
have an indication for clozapine) with this drug if he can delegate weekly monitoring tasks
and discussion of common side-effects to a Nurse Practitioner (NP). 4. To estimate the
proportion of outpatients with NAPD for whom clozapine is indicated, by type of indication 5.
To examine the difference between condition A and B in promptness and accuracy of
treatment of potentially hazardous side-effects.
In this study we will randomize at least 16 teams into 2 conditions: (A) Collaboration in
clozapine treatment between physician and NP, versus (B) TAU: physician performs clozapine
monitoring himself.

Study objective

Delegation of clozapine monitoring tasks to a Nurse Practitioner (condition A) is at least as
safe as Treatment As Usual: physicians perform monitoring tasks themselves (condition B).

Study design

04-06-2015: Education of physicians and NPs: during one afternoon psychiatrists of the Dutch
Clozapine Collaboration Group (www.clozapinepluswerkgroep.nl) educate physicians and NPs
of all participating teams about the diagnosis of treatment-resistance and about other
indications for clozapine.

Between 04-06-2015 and 01-10-2015: Baseline assessment: The independent researcher, the
responsible physician and NP of each team discuss every patient with NAPD to determine if
the patient: a. already uses clozapine; b. has used clozapine and has discontinued this drug
(justified or unjustified); c. has an indication for clozapine, with information on type(s) of
indication; d. has no indication for clozapine.

September 2015: Training of nurse practitioners.

Between 01-10-2015 and 04-02-2017: One–year study period during which eligible patients
will start using clozapine or not. Of all patients that start using clozapine, data will be
collected during 18 weeks. Since a patient started in the last week of this year should be
monitored for 18 weeks, the study will last an extra 4 months (until February 2017).
Sept 2016-jan. 2017: an extra Treatment As Usual group will be created. This group consists
of patients from the intervention teams, who have started clozapine before the start of the
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trial.

Intervention

1. Education of physicians and NPs about indications for clozapine.

2. Physicians and NPs screen all patients in their team for a possible indication for clozapine.
3. Randomization of teams into condition A or B (treatment as usual).

4. Training of NPs from teams in condition A in management of patients on clozapine.

5. One-year study period will be study period of 15 months

Contacts

Public
GGZ Leiden

Yvonne van der Zalm
Sandifortdreef 19

Leiden 2333 ZZ
The Netherlands
06-11519672
Scientific
GGZ Leiden

Yvonne van der Zalm
Sandifortdreef 19

Leiden 2333 ZZ
The Netherlands
06-11519672

Eligibility criteria

Inclusion criteria

Teams:

- Outpatient teams in which a nurse practitioner participates
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Patients:

- Age 18-55

- Diagnosis: non-affective psychotic disorder

Exclusion criteria

NA

Study design

Design

Study type: Interventional

Intervention model: Parallel

Allocation: Randomized controlled trial

Masking: Single blinded (masking used)

Control: Active

Recruitment

NL
Recruitment status: Pending

Start date (anticipated): 04-06-2015

Enrollment: 16

Type: Anticipated

IPD sharing statement

Plan to share IPD: Undecided

Ethics review

Positive opinion
Date: 28-04-2015

Application type: First submission
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Study registrations

Followed up by the following (possibly more current) registration

No registrations found.

Other (possibly less up-to-date) registrations in this register

No registrations found.

In other registers

Register ID
NTR-new NL4988
NTR-old NTR5135
Other - : RTPO 937a

Study results

Summary results
None yet


