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American Association of Psychiatric Pharmacists (AAPP) 
AAPP is a professional associa�on represen�ng psychiatric pharmacists na�onwide. Our members integrate into 
teams of health care professionals, making a difference in overall costs, treatment efficiencies, pa�ent recovery 
and quality of life. Learn more at aapp.org/psychpharm. 
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Integrating Research into Your Career 
Research ac�vi�es may encompass someone's en�re role, represent only a small percentage, or be completed 
on discre�onary efforts.  Entry into research has no one path. While it may be formal for some (e.g., fellowship, 
PhD training) it may develop spontaneously from pa�ent specific ques�ons that arise in clinical prac�ce. In 
academic se�ngs, research may also be pedagogic in nature. While research as a career (or an element of a 
career) may not be suitable for all pharmacists, it is likely that many pharmacists have iden�fied a problem, 
implemented a possible solu�on, and reassessed it for improvement. In this spirit, quality improvement (QI) 
projects may represent ac�vi�es that are in many ways like formal research while recognizing that their 
methods, structure, and applica�on have some key differences.  

Outside of pharmacists with formal research training, how do pharmacists get involved with research? One 
answer involves clinical residency training of a psychiatric pharmacist. Almost 80% of pharmacy residents have 
reported to have interest in scholarly ac�vity beyond their residency project. Publica�on of their residency 
research increases the likelihood of publishing another manuscript within the subsequent 5 years.1 A worrisome 
trend for the profession of psychiatric pharmacy comes from a recent publica�on that suggests psychiatric 
pharmacy residents specifically have low and decreasing publica�on rates.2 It is not unsurprising that the types 
of manuscripts reported published were predominantly retrospec�ve and observa�onal. A majority (63.3%) 
were published by residents associated with a university, which might indicate a greater alloca�on of resources 
(sta�s�cal support, access to (larger) data, mentors who also engage in research, efficient exempt review 
processes) compared to non-university affiliated programs. However, funding was not a barrier as over 90% of 
published papers did not have (or require) financial support.  

Beyond the responsibility mentors have in research educa�on to residents, another approach for pharmacists 
new to and interested in research is to start small. An interes�ng case or clinical scenario may lead to a case 
report that is publishable. While this is not considered research, many of the skills learned as it relates to 
literature searches, wri�ng experience, submission experience, and response to reviewer feedback can also 
apply to elements of a research study. Addi�onally, clinical (or pedagogical) ques�ons without clear answers due 
to gaps in knowledge can become research ques�ons and a subsequent QI study using methods such as 
retrospec�ve chart review.  

While developing research interests and skills, pharmacists should also seek out mentors in the profession. 
Networking, conferences, and professional organiza�on support/resources are just some common approaches. 
While it may seem awkward, a "cold email” to a corresponding author or conference speaker who has similar 
interests is a direct and o�en produc�ve approach. Individuals with established mentorship are more likely to be 
successful in scholarly ac�vi�es. Pharmacists should seek out training resources available at their ins�tu�on 
whether one-�me seminars on “approaching research” or financial support for “research boot camps.”  Several 
quick research guides, podcasts, and resources can also be referenced: 

• Ini�a�ng and Maintaining a Relevant Research Career Across Decades - ASHP 
• ACCP - Research and Scholarship 
• Understanding Clinical Research: Behind the Sta�s�cs | Coursera 
• The Data Scien�st’s Toolbox | Coursera 
• Wri�ng a research proposal - YouTube 
• Genera�ng a research idea n - YouTube 
• Overview of research designs n - YouTube 
• Sta�s�cal Inference | Coursera 
• Wri�ng Abstracts and Developing Posters for Na�onal Mee�ngs - PMC (nih.gov) 

https://www.ashp.org/professional-development/ashp-podcasts/research-topics/initiating-and-maintaining-a-relevant-research-career-across-decades?loginreturnUrl=SSOCheckOnly
https://www.accp.com/academy/researchAndScholarship.aspx
https://www.coursera.org/learn/clinical-research
https://www.coursera.org/learn/data-scientists-tools
https://www.youtube.com/watch?v=PRdBgM6kKKE
https://www.youtube.com/watch?v=7q-JOJ4jFl8
https://www.youtube.com/watch?v=3tg1AAWUnOs
https://www.coursera.org/learn/statistical-inference
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3114208/
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• Power and Sample Size | Free Online Calculators 
• ICMJE | Recommenda�ons | Defining the Role of Authors and Contributors 

As there is progression from ins�tu�onal chart reviews to large retrospec�ve database cohort studies or even 
more complex ins�tu�onal projects, there will be a point in which you may need funding. With progression to 
prospec�ve research, funding may become more complex with more stakeholders requiring funding (lab 
personnel, biospecimen processing, data management, etc.). Individuals should explore both internal and 
external funding opportuni�es. 

Designing Clinical Research: A Starting Point 
The textbook offers a robust, comprehensive review of the en�re research process.  
Beginning with a basic introduc�on to the components of the research process, including a 
discussion of transla�onal research, the book takes the reader through the process in a 
step-by-step manner.  Star�ng with the development of the research ques�on and 
hypothesis, to research design and data collec�on selec�on, through to enrolling the study 
subjects and gathering and analyzing the data, this book covers the required components 
of quality research.  Finer points within each of these areas are incorporated, allowing the 
reader to delve into most any area of research methodology possible.  While there is no 
informa�on on preparing a research manuscript a�er comple�on of the study, this 
informa�on can easily be found in other sources.  With an approximate price of $70 (via Amazon in May 2023), 
this makes this book affordable for the material it contains. 

Determining Study Outcomes 
Determining appropriate study outcomes is a pivotal and challenging step in research design. The specific 
outcomes and measures will determine whether the data is useful to the target audience and whether it is 
reproducible by other pharmacists. Fortunately, AAPP has developed a consensus-based set of outcomes and 
measures to improve research standardiza�on by psychiatric pharmacists. The measures in this Core Outcome 
Set for Psychiatric Pharmacists (COS-PP) should be u�lized when studying the impact of psychiatric pharmacists 
in caring for individuals living with psychiatric disorders through consistent, measurable, reportable, and 
reproducible popula�on specific outcomes that are primarily medica�on-related. (Manuscript Forthcoming) 
While this is not an exclusive list of outcomes, it does helps address gap iden�fied in the literature. Access the 
COS-PP toolkit at htps://aapp.fyi/cos-pp. 

  

http://www.powerandsamplesize.com/
https://www.icmje.org/recommendations/browse/roles-and-responsibilities/defining-the-role-of-authors-and-contributors.html
https://amzn.to/45rF8Yk
https://aapp.fyi/cos-pp
https://amzn.to/45rF8Yk
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Evaluating Your Research Expertise 
Re�lect on Your Knowledge 
Rate your understanding on each of the following topics using the following scale. If the answer to any of these 
ques�ons is Moderate or less, then please consider if any addi�onal educa�on or training is necessary before 
considering pursuing the leadership of a mul�-site study. 

What is your current level of knowledge, ability, or 
experience with the topic?  

None Some Moderate Competent Expert N/A 

1. Research hypothesis development             
2. Basic study design              
3. Determina�on of study outcomes/measures              
4. Sta�s�cs              
5. Determina�on of research team composi�on              
6. Study funding (grants, etc.)              
7. Study budge�ng (direct and indirect costs)              
8. IRB approval process              
9. Enrolling study subjects              
10. Collec�ng and analyzing data              
11. Preparing a manuscript from research results            
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Re�lect on Your Experience 
Before atemp�ng to coordinate a mul�-site study, it is best to have as many of the following experiences as 
possible to maximize your success. A senior researcher is likely to answer (D) to all of these. If you answer (A) or 
(B) to any ques�ons, you should consider strategies to mi�gate the specific limita�ons through mentoring or 
carefully-selected co-inves�gators. 

1. How many peer-reviewed research study manuscripts have you had successfully published in medical 
journals? 
A. Less than 5 
B. 5-10 
C. 11-15  
D. 16 or more  

2. What is your experience in serving as the primary inves�gator (PI) on a clinical study (RCTs, QI study, 
retrospec�ve study, etc.)? 
A. None 
B. 1-3 studies 
C. 4-6 studies 
D. 7 or more studies 

3. What is your experience in serving as a co-inves�gator (not a PI) on a clinical study (RCTs, QI study, 
retrospec�ve study, etc.)? 
A. None 
B. 1-3 studies 
C. 4-6 studies 
D. 7 or more studies 

4. What is your experience in serving as a co-inves�gator or site coordinator (not a PI) on a multi-site clinical 
study? 
A. None 
B. 1-2 studies 
C. 3-4 studies 
D. 5 or more studies 

5. How many successful grant applica�ons have you had funded (please do not include internal grants from an 
employer or educa�onal program)? 
A. None 
B. 1-2 studies 
C. 3-4 studies 
D. 5 or more studies 
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Preparing for a Multi-Site Study 
Mul�-site studies have the poten�al to strengthen outcomes and further generalize findings to a broader pa�ent 
popula�on when compared to single-site studies. Par�cipa�on in a mul�-site study will require addi�onal 
prepara�on and ongoing communica�on among all par�cipa�ng sites to ensure adherence to study procedures 
for all par�cipants. The following table summarizes key differences in single-site vs. mul�-site research studies 
for psychiatric pharmacists who may consider serving as a coordina�ng site or secondary site inves�gator. 
Appendix A: Coordina�ng Site Checklist and Appendix B: Secondary Site Checklist can be u�lized to prepare for 
or navigate the mul�-site study design, execu�on, and repor�ng process. 

Important Differences for Multi-Site Research 
Single-Site Mul�-Site 
Communica�on among inves�gators less structured Regular, structured communica�on among all sites to 

ensure adherence to study design and progress 
toward goals is required 

IRB submission process is site-specific Requires use of a single IRB, aka IRB of record 
(typically the coordina�ng site) and a “Memorandum 
of Understanding” or “Reliance Agreement” from 
each addi�onal par�cipa�ng site which will rely on 
the single IRB of record (typically all secondary sites) 

Outcomes, methodology, and data collec�on are 
based on site specific processes 

Outcomes, methodology, and data collec�on are 
feasible and standardized across study sites 

Flexibility for storing data securely via various facility 
specific processes 

Must establish process for uploading deiden�fied 
data to central database 

Adherence to study design and data collec�on 
processes is site specific 

Increased emphasis on quality assurance: Requires 
process and �meline to monitor adherence to study 
design and data collec�on processes among all sites  

Sta�s�cal analysis is based on data from a single-site Must ensure sta�s�cal plan will account for 
comparison of outcomes and 
poten�al bias/confounding variables among sites 
 

Rater consistency is straigh�orward Rater consistency requires inves�gator training to 
obtain inter-rater reliability 

Authorship determined based upon inves�gator 
contribu�ons to research and manuscript 

Authorship can vary based upon mul�ple variables: 
study leadership and contribu�ons, wri�ng 
contribu�ons, and other factors 
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Appendix A: Coordinating Site Checklist 
Study development 
� Develop Research Ques�on and Specific Aims  
� Literature Review  
� Funding Search  
� Obtain “buy-in” from key stakeholders at each site:  

o Clinicians 
o Administrators (ie, all service chiefs/supervisors of par�cipa�ng staff) 
o Informa�cs 
o Pa�ent advocate (op�onal) 

� Research Team  
o Iden�fy study primary inves�gator (PI) and site PI’s  
o Ensure each inves�gator is appropriately trained, especially for gold standard ra�ngs  
o Develop “Inves�gator brochure”  
o Determine authorship vs acknowledgements for primary manuscript 
o Outline guidance on authorship/acknowledgements for secondary manuscripts  
o Provide template for memorandum of understanding (or “reliance agreement”) to secondary site 

PI’s 
� Study Design  

o Select Outcomes that are feasible to measure for each site  
o Develop process and �meline to monitor adherence to study design among all sites (quality 

assurance) 
o Develop �meline for in-person or virtual site visits  

� Sta�s�cs Plan  
o Iden�fy biosta�s�cian at coordina�ng or secondary site 

 Consider beginning communica�on when formula�ng your research ques�on 
 Consider partnering with sites with biosta�s�cian support 

o Consider commercial/independent biosta�s�cian resources (See Appendix C) 
o Consult with sta�s�cian to ensure sta�s�cal plan will account for: 

 Comparison of outcomes between sites  
 Analysis of nes�ng within sites  
 Poten�al bias/confounding variables among sites 

� Data Collec�on Plan  
o Must be feasible and standardized for each site (eg, data collec�on 

defini�ons/processes/storage/sharing) 
o Promote upload of de-iden�fied data into central database  
o Develop process and �meline to monitor adherence to data collec�on procedures among all sites 

(quality assurance) 
� Timeline  
� Budge�ng  

o Develop budget for coordina�ng center 
o Develop budget for each secondary site 
o Note that site variance in funding applica�on may require explana�on 
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Pre-study phase: IRB 
� Ins�tu�onal Review Boards research protocols (plan for collec�ng data), data collec�on materials, all plans 

for obtaining and forms for documen�ng consent and assent, and recruitment materials to ensure 
protec�on of the rights and welfare of human subjects of research” (HHS. Gov) 

� “The revised Common Rule (i.e., the 2018 Requirements) requires at 45 CFR  §46.114  (b) that all ins�tu�ons 
located in the United States that are engaged in coopera�ve research conducted or supported by a Federal 
department or agency rely upon approval by a single IRB for the por�on of the research that is conducted in 
the United States unless qualifying for excep�on”. (HHS.gov) 

� Schedule mee�ng with coordina�ng site IRB or Research and Development Commitee to review process, 
�meline, and expecta�ons for IRB approval of mul�-site study 

o Determine Single IRB, aka IRB of Record (typically coordina�ng site IRB) 
o Determine Secondary site IRBs or Research and Development Commitee 
o Determine process for IRB submission for mul�site human subjects research studies for all sites 
o Disseminate Memorandum of Understanding template to secondary sites 
o Develop process for coordina�ng communica�on/requirements among all IRBs involved 
o If all sites unable to use Single IRB, iden�fy procedure for reques�ng excep�on (Single IRB Excep�on 

Determina�ons) 
� Note: Department of Veteran’s Affairs recommends mul�-site studies be reviewed by Central IRB (governed 

by VHA Office of Research and Development).  
o Primary site VA IRB may serve as the “IRB of Record” with secondary VA sites added to the central 

IRB applica�on.  
o If sites are not able to use Central VA IRB or other non-VA IRBs for which the VA IRB of Record has 

reliance agreements, a single IRB excep�on can be requested to facilitate addi�onal local IRB review 
for these sites 

� In absence of coordina�ng site or secondary site IRB: 
o Associa�on for the Accredita�on of Human Research Protec�on Programs provides a list of 

accredited IRBs: htp://www.aahrpp.org/learn/find-an-accredited-organiza�on 
o Consor�um of Independent Review Boards (CIRB) provides a list of commercial IRBs: 

htp://www.consor�umofirb.org/cirb-members/ 
 

Study phase 
� Project Management – Coordina�ng a Mul�-Site Study  

o Schedule recurring, structured communica�on among inves�gators across sites throughout data 
collec�on process  

o Conduct monitoring for adherence to data collec�on procedure at each site (quality assurance) 

Post-study phase 
� Analysis/Sta�s�cs  
� Conclusions  
� Publica�on and Repor�ng Guidelines  
� Dissemina�on and Supplemental Materials  
 

https://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=83cd09e1c0f5c6937cd9d7513160fc3f&pitd=20180719&n=pt45.1.46&r=PART&ty=HTML#se45.1.46_1114
https://www.hhs.gov/ohrp/regulations-and-policy/single-irb-exception-determinations/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/single-irb-exception-determinations/index.html
http://www.aahrpp.org/learn/find-an-accredited-organization
http://www.consortiumofirb.org/cirb-members/
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Appendix B: Secondary Site Checklist 
Study development 
� Obtain “buy-in” from key stakeholders at study site 

o clinicians, 
o Administrators (ie, all service chiefs/supervisors of par�cipa�ng staff) 
o Informa�cs 
o pa�ent advocate (op�onal) 

� Research Team  
o Iden�fy site PI’s  
o Receive “Inves�gator brochure” from coordina�ng site 
o Determine authorship vs acknowledgements for primary manuscript 
o Outline guidance on authorship/acknowledgements for secondary manuscripts  
o Receive template for memorandum of understanding (or “reliance agreement) from coordina�ng 

site PI’s 
� Study Design  

o Review �meline and expecta�ons for monitoring adherence to study design at study sites (quality 
assurance) 

o Review �meline for in-person or virtual site visits  
� Data Collec�on Plan  

o Confirm feasibility for local study site (eg, defini�ons, processes, storage, sharing) 
o confirm ability to upload de-iden�fied data into iden�fied central database  
o Review �meline to monitor adherence to data collec�on procedures among all sites (quality 

assurance) 
� Timeline  
� Budge�ng 

Pre-study phase: IRB 
� Ins�tu�onal Review Boards oversee research protocols (plan for collec�ng data), data collec�on materials, 

all plans for obtaining and forms for documen�ng consent and assent, and recruitment materials to ensure 
protec�on of the rights and welfare of human subjects of research” (HHS. Gov) 

� “The revised Common Rule (i.e., the 2018 Requirements) requires at 45 CFR  §46.114  (b) that all ins�tu�ons 
located in the United States that are engaged in coopera�ve research conducted or supported by a Federal 
department or agency rely upon approval by a single IRB for the por�on of the research that is conducted in 
the United States unless qualifying for excep�on”. (HHS.gov) 

� Schedule mee�ng with coordina�ng site IRB or Research and Development Commitee to review process, 
�meline, and expecta�ons for IRB approval of mul�-site study 

o Determine Single IRB, aka IRB of Record (typically coordina�ng site IRB) 
o Determine Secondary site IRBs or Research and Development Commitee 
o Determine process for IRB submission for mul�site human subjects research studies for all sites 
o Obtain Memorandum of Understanding template from coordina�ng site 
o Develop process for coordina�ng communica�on/requirements among all IRBs involved 
o If all sites unable to use Single IRB, iden�fy procedure for reques�ng excep�on (Single IRB Excep�on 

Determina�ons) 
� Note: Department of Veteran’s Affairs recommends mul�-site studies be reviewed by Central IRB (governed 

by VHA Office of Research and Development).  

https://www.ecfr.gov/cgi-bin/retrieveECFR?gp=&SID=83cd09e1c0f5c6937cd9d7513160fc3f&pitd=20180719&n=pt45.1.46&r=PART&ty=HTML#se45.1.46_1114
https://www.hhs.gov/ohrp/regulations-and-policy/single-irb-exception-determinations/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/single-irb-exception-determinations/index.html
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o Primary site VA IRB may serve as the “IRB of Record” with secondary VA sites added to the central 
IRB applica�on.  

o If sites are not able to use Central VA IRB or other non-VA IRBs for which the VA IRB of Record has 
reliance agreements, a single IRB excep�on can be requested to facilitate addi�onal local IRB review 
for these sites 

� In absence of coordina�ng site or secondary site IRB 
o Associa�on for the Accredita�on of Human Research Protec�on Programs provides a list of 

accredited IRBs: htp://www.aahrpp.org/learn/find-an-accredited-organiza�on 
o Consor�um of Independent Review Boards (CIRB) provides a list of commercial IRBs: 

htp://www.consor�umofirb.org/cirb-members/ 

Study phase 
� Par�cipate in recurring, structured communica�on with coordina�ng site and other secondary sites 

throughout data collec�on process  
� Par�cipate in monitoring for adherence to data collec�on procedure at each site (quality assurance) 

Post-study phase 
� Analysis/Sta�s�cs  
� Conclusions  
� Publica�on and Repor�ng Guidelines  
� Dissemina�on and Supplemental Materials  

Appendix C: Finding a Statistician 
In no par�cular order, consider the following sta�s�cian resources 

• Inquire with your local Research and Development (R&D) Commitee or affiliated academic ins�tu�on 
for available sta�s�cian resources 

• Consider partnering with coordina�ng or secondary sites with access to a sta�s�cian 
• Consider commercial IRB op�ons. One example with posi�ve review history: Disserta�on Editor: Data 

Analysis (disserta�on-editor.com) 
• Consider academic ins�tu�ons which may offer sta�s�cian services to outside organiza�ons: Johns 

Hopkins Biosta�s�cs Center (jhsph.edu) 
 

 

  

http://www.aahrpp.org/learn/find-an-accredited-organization
http://www.consortiumofirb.org/cirb-members/
https://www.dissertation-editor.com/data-analysis/
https://www.dissertation-editor.com/data-analysis/
https://www.jhsph.edu/research/centers-and-institutes/johns-hopkins-biostatistics-center/
https://www.jhsph.edu/research/centers-and-institutes/johns-hopkins-biostatistics-center/
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Appendix D: IRB Memorandum of Understanding/Reliance Agreement 
Template 
Sample text for an Institution with a Federalwide Assurance (FWA) to rely on the IRB/IEC of another institution 
(institutions may use this sample as a guide to develop their own agreement). 
 
Ins�tu�onal Review Board (IRB)/Independent Ethics Commitee (IEC) Authoriza�on Agreement 
 
Name of Ins�tu�on or Organiza�on Providing IRB Review (Ins�tu�on/Organiza�on A): 
_____________ 
IRB Registra�on #: _________   Federalwide Assurance (FWA) #, if any: ___________ 
 
Name of Ins�tu�on Relying on the Designated IRB (Ins�tu�on B): 
_____________________ 
 
FWA #: ___________ 
 
 The Officials signing below agree ____________ may rely on the designated IRB for review and 
con�nuing oversight of its human subjects research described below:  (check one) 
 
(_X__) This agreement is limited to the following specific protocol(s): 
 
Name of Research Project: ____________________________________ 
          Name of Principal Inves�gator: ________________________________ 
          Sponsor or Funding Agency: __________________________________ 
Award Number, if any: _______________________________ 
 
The review performed by the designated IRB will meet the human subject protec�on requirements of Ins�tu�on 
B’s OHRP-approved FWA.  The IRB at Ins�tu�on/Organiza�on A will follow writen procedures for repor�ng its 
findings and ac�ons to appropriate officials at Ins�tu�on B. Relevant minutes of IRB mee�ngs will be made 
available to Ins�tu�on B upon request.  Ins�tu�on B remains responsible for ensuring compliance with the IRB’s 
determina�ons and with the Terms of its OHRP-approved FWA.  This document must be kept on file by both 
par�es and provided to OHRP upon request. 
 
Signature of Signatory Official (Ins�tu�on/Organiza�on A): 
________________________________________  Date: ___________ 
 
Print Full Name: ______________ Ins�tu�onal Title: ________________________________ 
 
NOTE: The IRB of Ins�tu�on A must be designated on the OHRP-approved FWA for Ins�tu�on B. 
 
Signature of Signatory Official (Ins�tu�on B):  
________________________________________  Date: ___________ 
 
Print Full Name:  ___________________   Ins�tu�onal Title: __________________           
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