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Pharmacy Research

The pharmacy residency year is a year
where pharmacy residents learn by doing]!
The accreditation standards include
developing literature evaluation/ critique
and project management skills. The
residents are required to devise a clinical
research question, transform it into a
research project, execute the project,
present their results at a provincial forum
and write a manuscript: all under the
guidance of a pharmacist preceptor. This
provides them with an experience that
moves them to a higher level of thinking --
- applying knowledge they have acquired to
analyze, synthesize and evaluate
information they have gathered during their
project. This is the key to clinical problem
solving that will help them solve drug-
related issues for their patients and develop
systems thinking. The research project also
gives them an opportunity to appreciate the
effort that goes into research and to
develop their critique skills when they
analyze other studies. Lastly, the activities
involved in their research project involve
interprofessional collaboration and
teamwork to accomplish their research
goals... all very good experiences indeed!
VIHA Pharmacy services and VIHA as a
whole benefit greatly from their activities.

Dr. Donna Kay Buna, B.Sc(Pharm), Pharm D
Coordinator Pharmacy Education and Practice
Residency

VIHA Pharmacy Services
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MESSAGE FrRoM THE MEDICAL DIRECTOR

This month’s newsletter describes several clinical trials
taking place within VIHA. Clinical trials are among the
commonest and most valuable research efforts with which
VIHA physicians and other research experts are involved. Not
only do trials allow us to participate effectively in international
research efforts, they bring cutting edge treatments to VIHA
patients who might otherwise not be able to afford the
medications being studied. In this month’s Journal of Clinical Oncology David Steensma from the
Mayo Clinic wrote an editorial entitled “The ordinary miracle of cancer clinical trials.” In this
essay Dr. Steensma reflected how complex the process of designing and carrying out a clinical trial
is. Surely my colleagues at VIHA who participate in both cancer and non-cancer clinical trials
would agree. Here is how Dr. Steensma opened his editorial:

Isn't it remarkable that so many clinical trials come to fruition? When one considers all the
events, or lack of events, that can induce a newly conceived treatment study to abort during its
multiyear preactivation gestation, and all the obstacles that a toddling activated study can stumble
over and be unable to get up again...itis a genuine marvel that so many bright ideas reach
maturity.... Each successfully activated and fully accrued cancer clinical trial is not just a
biomedical research ordinary miracle (with apologies to singer Sarah McLachlan), it is also a
testament to the desperate needs of patients...as well as the ability of like-minded human beings to
cooperate and accomplish great things

Dr. Steensma goes on to lament how hard it can really be to get trials underway. His editorial
comments on an article in the April, 2009 Journal of Clinical Oncology by Diltsetal . Dr. Dilts’
article describes the process of getting a trial off the ground, a process which requires negotiating
nearly 300 individual steps — many associated with research ethic board clearance. As Dr.
Steensma tells us “The current clinical trial process is like a sick patient—one who is still alive, but
has a dramatically reduced performance status.” While this month’s newsletter assures us that
research is alive and well within VIHA, Dr. Dilts and Steensma challenge us to critically examine
our own initiation and approval processes to assure that we move trials through these complex
structures as smoothly as possible consistent with our responsibility to assure patient safety,
informed consent, and privacy/confidentiality.

[1] Steensma D. The ordinary miracle of cancer clinical trials. J Clin Oncol. 2009
Apr 10;27(11):1737-9.

[2] Dilts DM, Sandler AB, Cheng SK, Crites JS, Ferranti LB, Wu AY, Finnigan DI’, Larry FflSCh

S, Friedman S, Mooney M, Abrams J. Steps and time to process clinical trials at
the Cancer Therapy Evaluation Program. J Clin Oncol. 2009 Apr
10;27(11):1761-6.




MIPS STtUDY

Dr. Cherrie Tan-Dy (neonatologist), Connie Harris (VGH
Pharmacist), and Phyllis Hollinger (pediatric occupational therapist) are
principle investigators on a study of the outcomes of in-utero exposure
to drugs of abuse in Victoria. It's called the MIPS study -
Methamphetamine in Pregnancy Study, but they are following some
babies that are exposed to other drugs as well. They have three very
able nurses on their team, Sue Wadsworth RN (the study coordinator),
Christine Westland (the RN involved in obtaining consent and helping
with intake into the study), and Lynn Guengerich (the nurse
practitioner who does extra in-home visits and testing). Phyllis
Hollinger is reponsible for the follow-ups on the infants development
from a therapists point of view.

The team tries to obtain a detailed as possible history from the
mother, as far a she recalls, noting primary drug of interest, exposures
compared to pregnancy dates, and concomitant use of alcohol or
nicotine. The mother has to give consent herself so that her pregnancy
information may be collected. At birth the baby is tested for the
presence of drugs using urine and meconium (the substance from the

gastrointestinal tract that has been accumulating from the second and
third trimester) and these samples are sent over to the provincial lab in
Vancouver for analysis. Consent for the baby to participate is collected
either from the birth mother or the MCFD (Ministry of Children and
Family Development). After consent, the baby is trailed for a year with
special follow-up in addition to what he or she would normally have
through our early intervention program, which operates out of Queen
Alexandra. Hearing, sleeping, feeding, infant development, and infant
temperament are graded. If there is a need identified which requires
turther follow-up, this will be noted early on.

This team also hopes to work with the Herway project in Victoria,
which reaches out to high risk mothers and provides support for
mothers and babies to stay together in recovery. Lenora Marcellus
(Leader of the Perinatal Program Development at VIHA) is heading
up a research team with the Herway Project.




PHARMACY RESIDENT RESEARCH PROJECT

A Review of Risperidone Long Acting Injection in
Schizophrenia Spectrum llinesses: Evaluating
Outcomes Compared to First Generation Depot

"Conducting a research
project in the residency was
a very rewarding
experience because |
learned a great deal about
the complexities of
designing a project and
how results are
appropriately analyzed and
interpreted. The
experience has encouraged
me to continue being
involved in research and
asking questions to which
we do not yet know the
answer.”

- Laura
Lammers

Treatments

Schizophrenia is a chronic, progressively debilitating illness with no cure;
the mainstay of therapy is antipsychotic medication. If not treated
appropriately, chronic relapses lead to increased hospitalization and
subsequently, increased morbidity and mortality. Total healthcare costs due
to schizophrenia are staggering, and are due primarily to relapse & subsequent
hospitalization. Many studies have demonstrated that poor adherence to
medications contribute to relapses- depot medications can help alleviate this.
There is a lack of studies in the literature comparing second generation
(atypical) depot antipsychotics to first generation (typical) depot
antipsychotics. The only second generation depot available is risperidone long
acting injection. The purpose of this retrospective chart review is to
determine whether risperidone long acting injection results in improved
outcomes for patients, as compared to first generation depot antipsychotics.
This review examined charts of patients 218 years of age with Schizophrenia
Spectrum Illnesses who are clients of the Victoria Mental Health Centre,
Partnership Medication Clinic. Those with a prior clozapine trial, current
substance abuse, or pregnancy/lactation were excluded from the review.
Seventy patients on risperidone and 102 patients on first generation depot
antipsychotics (flupenthixol, zuclopenthixol, fluphenazine, haloperidol and
pipotiazine) were included. For the most part, patients had similar baseline
characteristics, however time since diagnosis was longer in the first generation
group. The primary outcomes examined were time to discontinuation and
time to hospitalization. Secondary outcomes examined were use of
concomitant medications, rates of extra pyramidal symptoms and abnormal
movements, other adverse side effects and a cost analysis (including length of
hospitalization).

Principal Investigator: Laura Lammers, BscPharm
VIHA Pharmacy Resident, 2008-09
Co- Investigators: Dr. Bree Zehm, Pharm D

FRCPsych, FRCPC

o-N Risperidone

Dr. Richard Williams, M.D., B.S., M.Phil,



PHARMACY RESIDENT RESEARCH PROJECT

An Evaluation of Alteplase Practices in Hemodialysis
Patients With Occluded Central Venous Catheters

Before patients with end stage renal disease can initiate successful
hemodialysis, a vascular access must be created in order to remove and
return blood during dialysis. The three types of vascular access include:
arteriovenous fistula, arteriovenous graft, and central venous catheter
(CVC). The CVCiis the least desirable type of vascular access as it is
prone to infection, poor blood flow and thrombosis. Thrombosis is a
major complication of CVCs as it can lead to decreased blood flows
and inadequate dialysis, which may increase a patient’s risk of morbidity
and mortality. Creation and maintenance of the vascular access is one
of the largest challenges in nephrology today as the consequence of no
alternative access may be dire. While there is great desire to minimize
the numbers of CVCs in dialysis patients, significant numbers are in use
for a variety of reasons.

Currently, when central venous catheters become occluded or
partially occluded, one of three methods of instillation of Alteplase is
chosen and administered by the nephrology nurse. The three methods
are: push/pause (given over 30-60 minutes), dwell (left in catheter
lumens for 1-72 hours), and infusion (completed during 1°* 60 minutes
of hemodialysis run).

This study aimed to evaluate the Alteplase practices in the
Hemodialysis Unit at the Royal Jubilee Hospital and to gain further
information about the use of Alteplase, the success with this agent and
the differences in use patterns between each of the instillation methods.
Specifically, data on frequency of use, frequency of instillation methods
utilized, cost, effects of anti-coagulants on clot formation, as well as
timing of administration during the hemodialysis run were collected. It
is hoped that the findings within this residency project will promote
further research to determine which method of instillation is the most
successful at maintaining catheter patency as well as help support
adherence / changes to the BCPRA / VIHA occluded catheter
protocol in the future.

The results of this research will be presented in May, to the
members of the BC Pharmacy Residency Program at the Chan Centre
for the Performing Arts in Vancouver.

“I think having a research
project during the residency year is
an integral part of the program. It
facilitates the development of
research skills, allows the resident
to understand and apply them, and
prepares them for future research.”

- Kristen Nelson

Occluded catheter
Can be treated with
Alteplase, a naturally
occurring enzyme which
is capable of dissolving
blood clots.

Principal Investigators:
Kristen Nelson, BSc(Pharm),
VIHA Pharmacy Resident

Dr. Dan Martinusen, PharmD




PHARMACY RESIDENT RESEARCH PROJECT

Evaluation of a Residential Care Diabetes
Management Preprinted Order Set

Background: Both oral hypoglycemics and insulin can pose a
heightened risk of patient harm when used in error. This is even more

“It is hoped that the findings of of a concern in the elderly population, where their advanced age and
this pharmacy residency research multiple comorbidities put them at an increased risk of hypoglycemia.

project will demonstrate an Written chart orders that vary between locations can increase this risk.
increase in patient safety Standardized preprinted physician order sets have been shown to

and generate future interest and  improve medication ordering, decrease medication errors and improve
research in the use patient outcomes.

of standardized order sets to
enhance care in residential care
populations. It is also hoped that
this order set may be utilized at
other long term care sites island
wide.”

Objectives: To evaluate the effect of implementing a standardized
preprinted diabetes management order set specific to residential care
on glycemic control in long-term care patients.

Method: After collaborating with each discipline involved, a diabetes
management order-set was created and both nursing and physicians
were educated about its use. A three-month retrospective chart review
of diabetic patients residing in both Aberdeen and Mount Tolmie
Hospitals in Victoria, BC was performed prior to order-set
implementation. In January 2009, the order-set was then implemented
at both sites and three month post-implementation data is set to be
Principal Investigator: collected and analyzed in late April 2009. The primary outcome is the
Keri Mann, BSc(Pharm), incidence of hypoglycemia (Blood Glucose <5 mmol/L) over three
VIHA Pharmacy months. Secondary outcomes include the incidence of hyperglycemia
Resident (BG 11-20mmol/L) and severe hyperglycemia (BG >20mmol/L) as
well as the number of missed diabetes therapy doses, the number of
incorrect doses, and the frequency of use of the error-prone

- Keri Mann

Co-Investigators:

Ann Lightfoot, abbreviation, “U” instead of Units.
BSc(Pharm)
Dr. Donna Buna, Results: Results will be available in May 2009.

BSc(Pharm), PharmD
T —

e




RESEARCH COLUMN

THE POWER OF THE P VALUE

“l am collecting data and wondering what
program should be used for data entry and

analysis.”

If you are like the majority of VIHA employees you
have some version of Microsoft Office on your computer.
Both Access and Excel can be used for data entry
purposes, and, to a limited extent, data analysis. For data
entry, my advice in deciding between Access and Excel
comes down to number of variables. If you are dealing
with a large number of variables (e.g., 40 - 50+), an Access
template may prove to be more efficient for data entry.
Furthermore, it can decrease data entry error and
instruction time related to data entry if multiple people
will be entering the data.

For fewer variables it may be just as fast to just start
entering your data directly into Excel. In other words,
once you create labels for each of your variables at the top
of each column (in the first row), you simply start entering
the data. It may be more time-consuming because you
have to tab to move to the next cell. However, you also
save time because you don’t need to spend time creating
the Access template.

Once you have entered all your data, you will need to
consider how it is going to be analyzed. If your analysis
involves anything more than frequencies and counts, you
will likely need to export your data into a statistical
package such as SPSS. Fortunately, this is now a simple
task as SPSS has to ability to open .xIs files. However,
since SPSS will not open Access files, you will have to
save your Access file as an Excel file prior to importing it
into SPSS.

Currently VIHA has 2 copies of SPSS located on
workstations — one at the RJH library and the other at the
VGH library.

There are a few things to keep in mind when setting
up an Access or Excel database that will eventually be
imported into SPSS for data analysis.

1. Give your variables a short descriptive name —
generally 8 characters or less is best. Tty to make this
name meaningful (to you) so that you can identify it in the
database. For example, rather than assigning VAROO1 to

marital status, you might want to use something like
marstat.

2. All data belonging to an individual case should remain
in a single row. This case should be assigned a unique id
number, and this id number should only show up once
(within the rows). If you are collecting longitudinal data
(i.e., the same information from the same person but
collected at 2 different points in time), use some sort of
sequential numbering. For example, agel, age2, age3. It
is possible to convert data entered “down’ as opposed to
“across”, but it is not easy and should be avoided
whenever possible.

3. Data that will be used in anything but frequencies need
to be entered in a numerical format — not string (text). In
other words, enter data as numbers whenever possible.
For example, rather than typing “MALE”, you can assign
0 to represent males. Excel does not have a place to enter
these value labels (e.g., male=0 and female=1) so you
need to create a document that describes these codes. Do
not rely on your memory — create a codebook.

4. If you have missing data, you can choose to leave the
cell/question empty or enter a number that represents the
missing data. For example, many researchers use 9, 99,
999, etc. to represent missing data. These numbers can
then be assigned a missing value in SPSS. In other words,
SPSS will read them as missing and not include them in
any subsequent analyses. Stay tuned for more on missing
values in the next Research Column.

By following these simple guidelines your data will be
in a much better position

Happy researching ©

to be analyzed when you
reach the analysis stage.

It will also bring a smile Diane
to your statistician’s face! Research Facilitator

Diane.Bomans@gviha.ca




VIHA RESEARCHER SPOTLIGHT:

CONNIE HARRIS

“The changes you want to see in the
future, are things that you have to
prove doing the research”, says
Connie Harris, a perinatal clinical
pharmacist at VGH.

After completing her doctorate in Pharmacy at the University of Washington in
1982, Connie acquired a passion for working with mothers and babes, and began to
specialize in the perinatal area.

Upon moving back to Victoria she had a variety of clinical assignments from ICU
to CCU to general medicine and it was after about 10 years of working there that she
was able to move into NICU. After many years of dispensary work Connie acquired a
more clinical position and had the opportunity to focus on research and writing.

Connie and her pharmacy resident, along with nutrition, nursing, and public health
partners are presently working on a study that is examining whether a new vitamin D
supplement product and extra vitamin D education has an effect on the compliance
with administration in breastfed babies. “It is really important for breastfed babies and
especially babies who reside in northern latitudes like Canada to receive Vitamin D,
because the only way of making vitamin D in babies is through sun exposure.” Because
of the concern of babies being so delicate, generally we are advised to avoid direct sun
exposure and put sunscreen on them when they are a bit older. Breast milk doesn’t
have enough Vitamin D for babies, so Vitamin D should be given as a supplement
sometime during the first week of life and continue being administered throughout the
first year of life. Connie has assisted with creating a multi-cultural DVD as a teaching
tool for mothers. “By protecting our kids with Vitamin D in the first year of life, we
may be protecting them from other chronic diseases, such as diabetes...those early
years are so important.”



RESEARCH CAPACITY BUILDING EVENTS

Ethics: HREB Application Workshop
May 5, 2009; 11:00am - 2:30pm
Woodward Room, Begbie Hall,

Royal Jubilee Hospital

This workshop is primarily designed for researchers applying, now
or in the future, to the Health Research Ethics Board or the
UVic/VIHA Research Ethics Subcommittee

To register please fill out the registration form attached to this
newsletter, visit our website, or email Ami.Bitschy@viha.ca

Research Rounds:

Research Rounds are usually held the last Thursday of every month
from 8am to 9am. Sadly we have had to cancel Rounds this month. A
light breakfast and coffee/tea setvice is also provided. If you or anyone
you know are interested in presenting at a research rounds please
contact me ASAP (ami.bitschy@viha.ca).

All Research Rounds can be video-linked to any VIHA location,
please let us know ASAP if there are any requests; contact us at
Ami.Bitschy@viha.ca




UPCOMNG VIHA/BCRRHRN

EVENT

2nd ANNUAL VIHA RESEARCH
DAy 2009

September 181, 2009

8:30 am — 4:30 pm

Marriott Inner Harbour Hotel
Downtown, Victoria

Please join Research Capacity Building and all :
of VIHA in celebrating our Research Culture. =
* Presentations by VIHA Researchers

* Research posters

* Panel discussion on Knowledge
Translation in the health authority: Is it
working? How can we improve?

* Door prizes

* Refreshments & Lunch provided

To register please fill out the registration form attached to this newsletter,
visit our website, or email Ami.Bitschy@viha.ca

**Research Day is a Research Capacity Building Research Capacity Building l
bl Dl Ao b Initiative sponsored by the Michael Smith o, A @
) s Foundation for Health Research** heagn;;,‘;‘,;; 2

BC o] & Remote Mo Rescardh Network

e —



UPCOMING EVENTS

May 2009

CPHFRI Research Methods Symposium
May 4-7, 2009

Harbour Towers Hotel, Victoria

RCB Research Ethics Workshop
May 5, 2009
Woodward Room, RJH, Victoria

WHRN Summer Institute
May 22, 2009
Kelowna, BC

Vancouver Island Clinical Research
Education Symposium

May 22, 2009

Woodward Room, RJH, Victoria

Conference on Behavioral Health &
Addictive Disorders

May 27-29, 2009

Seattle, WA

June 2009

Connecting Minds National Undergraduate
Research Conference

June 5-6, 2009

Richmond, BC

The Greying Nation: Keeping Ahead of the

Wave
June 10-12, 2009
Edmonton, AB

July 2009

8™ Annual Summer Institute on Evidence-
Based Practice

July 8-11, 2009

San Antonio, Texas

September 2009

2" Annual VIHA Research Day
September 18, 2009

Victoria, BC

October 2009

ADHD Health & Lifestyle: Practical Research-
Based Information for the Medical Practitioner
October 17-18, 2009

Montreal, QC

16™ Annual Canadian Conference on
International Health (CCIH)
October 25-28, 2009

Ottawa, ON

November 2009

OPHA (Ontario Public Health) 2009 Annual
Conference

November 1-4, 2009

Toronto, ON

March 2010
World Congress for Psvchiatric Nutrses:

Building Global Connections in Psychiatric

Nursing
March 18-20, 2010

Vancouver, BC

To subscribe/unsubscribe to the
newsletter or to suggest a feature or
highlight your own research, please
contact:

Ami Bitschy

Research Capacity Building
Research & Academic Development
cap_building@viha.ca
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http://web.uvic.ca/%7Ecphfri/spring_symposium/spring_symposium.htm
www.viha.ca/rnd/capacity_building.htm
www.viha.ca/rnd/capacity_building.htm
http://www.whrn.ca/events.html
www.viha.ca/rnd/capacity_building.htm
http://www.usjt.com/seattle08/
http://connectingminds.ca/main.shtml
http://www.capitalhealth.ca/NewsAndEvents/ConferenceAndEvents/GreyingNationConf2009.htm
http://www.acestar.uthscsa.edu/
http://www.caddra.ca/joomla2/index.php?option=com_content&task=view&id=61&Itemid=87&lang=en
http://www.csih.org/en/ccih/overview.asp
http://www.ophaconference.ca/
http://www.worldcongress.ca/



