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VA Sierra Nevada Healthcare System
975 Kirman Avenue
Reno, NV 89502

Month-Day-Year

Hello (first)(last),
I would like to take this opportunity to welcome you to the Geriatric Pharmacy (PGY2) residency program at the VA Sierra Nevada Health Care System (VASNHCS). You are entering a very special portion of your pharmacy career.   
Our purpose statement is as follows:
The purpose of the PGY2 Geriatric pharmacy residency at the VA Sierra Nevada Health Care System (VASNHCS) is to prepare a residency trained pharmacist with the necessary skills and training to be a strong candidate for a geriatric pharmacist position, more specifically, a Veterans Affairs Hospital Community Living Center (CLC).  After completion of the residency, the resident will have the capabilities to show leadership in their future practice site and in the profession, to serve as a resource for medication information, and to be well prepared to pursue board certification in geriatric pharmacy. 
The year as a resident should be challenging and busy, but through teamwork we will all benefit greatly by your residency training. Many goals will be set and I am fully confident that you will strive to meet or exceed these expectations. Remember, your preceptors and other clinicians are available to assist you in reaching your highest potential. We greatly look forward to working with you, watching your growth, and seeing your further professional development in your pharmacy career. 

Sincerely, 


Dawn R. Currie, Pharm.D., BCPS, BCGP 
[bookmark: _GoBack]PGY2 Residency Program Director 
[bookmark: _Toc393867154]

PGY2 Pharmacy Residency
[bookmark: _Toc393867155][bookmark: Purpose_Statement]Purpose Statement
The purpose of the PGY2 Geriatric Pharmacy Residency at the VA Sierra Nevada Health Care System (VASNHCS) is to produce skilled geriatric clinical pharmacy specialists that are able to excel in geriatric-focused areas of care. After completion of the residency, the resident will have the capabilities to show leadership in their future practice site and in the profession, to serve as a resource for medication information, and to be well prepared to pursue board certification in geriatric pharmacy.
[bookmark: _Toc393867156]Program Outcomes
Educational Outcomes:
· Outcome R1: Serve as an authoritative resource on the optimal use of medications used with geriatric patients. 
· Outcome R2: Optimize the continuum-of-care of geriatric patients; recognizing diseases, disorders, syndromes, and psychosocial needs unique to this population; by providing evidence-based, patient-centered therapy as an integral part of an interdisciplinary team.
· Outcome R3: Manage and improve medication-use systems across continuum of care for geriatric patients.
· Outcome R4: Demonstrate leadership and practice management skills. 
· Outcome R5: Demonstrate excellence in the provision of training and educational activities for health care professionals, health care professionals in training, and the public.  
· Outcome R6: Contribute to the body of geriatric pharmacotherapy knowledge. 
Selected Elective Program Outcomes:
· Outcome E2: Demonstrate knowledge particular to geriatric pharmacy practice in the home care environment. 
· [bookmark: _Toc393867157]Outcome E4: Where the geriatric pharmacy practice is within a setting that allows pharmacist credentialing, successfully apply for credentialing. 
Program Description
[bookmark: _Toc393867158]VA Sierra Nevada Healthcare System’s Geriatric Pharmacy Residency Program (PGY2) produces highly skilled geriatric pharmacists able to excel in geriatric pharmacotherapy in various geriatric settings. The residency includes various rotations and experiences in the community living center (CLC), home-based primary care, hospice and palliative care, inpatient mental health, ambulatory care, teaching, leadership, pharmacoeconomics, community skilled nursing facility, as well as electives in other areas of interest. Completion of the residency prepares its graduates to assume positions as geriatric clinical pharmacist, especially within in the VA setting and will be well prepared to pursue certification in geriatric pharmacy.
VASNHCS’ Mission
“Providing World Class Care and Service to America’s Heroes”
[bookmark: _Toc445881837][bookmark: _Toc393867159]VASNHCS Pharmacy Service Mission and Vision:

Mission: To provide the highest quality care to veterans by ensuring safe, effective, and medically necessary use of medications.

Vision:  
· We will be an essential component of the patient focused Health Care Team.
· We will create a practice environment that fosters education, research and professional development.
· We will advance the use of innovative technologies to ensure consistent, accurate and reliable medication distribution, education and information systems.
· We will provide pharmaceutical services during national emergencies, disasters and other events that adversely affect our veterans.
· We will be an employer of choice for pharmacists, pharmacy technicians and supportive staff by providing a compassionate, progressive work environment.
[bookmark: _Toc445881838]Pharmacist Licensure
Residents are welcome to pursue licensure in Nevada, but it is not a requirement for working at the VASNHCS. However, it is noted that having a Nevada license would allow a greater number of elective opportunities outside the VASNHCS.  All PGY2 residents are required to be licensed in at least one state of their choice prior to the start of the residency experience and will furnish VASNHCS with a copy of licensure.  Not having at minimum one active licensure will serve as grounds for dismissal from the residency. The residency experience is directly related to the status of licensure.  
[bookmark: _Toc445881839]Professional Development
[bookmark: _Toc393867162]Professional development of residents is enhanced through membership and participation in local and national organizations.  Membership in American Society of Health-system Pharmacists (ASHP) and the American Society of Consultant Pharmacists (ASCP) is required.  Residents are encouraged to consider becoming members of the Nevada Society of Health-Systems Pharmacists (NVSHP). Residents are required to attend one state or regional pharmacy organization meeting (i.e. Western States Residency Conference) and one national pharmacy organization meeting (i.e. ASHP Midyear Meeting).  Attendance to ASCP annual meeting is encouraged though not required.  The resident is expected to present a poster at ASHP Midyear and one state or regional pharmacy organization meeting. 
[bookmark: _Toc393867163][bookmark: _Toc445881840]Benefits
General:
[bookmark: _Toc393867164]Parking, laboratory coats, office space, and pagers are furnished.  Computers are available for use by the residents in the pharmacy resident’s office, inpatient and outpatient pharmacy, and clinical areas.

Pay:
[bookmark: _Toc393867165][bookmark: _Toc445881841]Residents are paid at the rate of $44,522 per year.  The resident’s stipend is based on a 40-hour workweek; however, the very nature of a residency training program is such that additional time is required to complete training assignments.  ACGME guidelines for duty hours must be observed (see “Duty Hours”).  Funding for travel and related meeting expenses are reimbursed for the one required state/regional and one required national meeting.

Attendance:
[bookmark: _Toc393867166][bookmark: _Toc445881842]The residency is a full-time temporary appointment consisting of a minimum of 12 months training. Pharmacy residents will have dual appointment as both GS12 and stipend employees and are expected to complete additional non-scheduled, non-overtime hours for assignments and projects. The resident is expected to be onsite for at least 40 hours per week and to perform activities related to the residency as necessary to meet the goals and objectives of the program. The resident is expected to report to all scheduled locations for rotations and staffing assignments.  When the resident will not be onsite, the program director and preceptor must approve the time off or away and procedures for leave must be followed.  At times, the resident will be expected to attend other residency-related conferences or experiences off site during regular working hours.  If an extended absence occurs (i.e. extended family or sick leave), extension of the residency program may be necessary. The maximum length of extension is not to exceed 3 months, and the program must be completed before September 30th.  Opportunity to extend the program with pay will depend on the decision of the VA regarding extending the funding. For more information see Attachment A: Extended Leave of Absence.

Annual Leave:
[bookmark: _Toc393867167][bookmark: _Toc445881843]Residents earn annual leave at the rate of 4 hours per 2 week pay period.  Annual leave must be requested electronically, as far as possible in advance, via the hospital computer system.  An Outlook email should also be sent to the residency program director with the date(s) in the subject line.  Scheduled leave must be APPROVED by the Residency Program Director (RPD).  Approval of the preceptor should be obtained prior to submitting leave request to the Residency Director.  The resident should consider what impact the use of leave has on their educational experience before scheduling.   

Authorized Absence:
[bookmark: _Toc393867168]Administrative or authorized absence to attend professional meetings is granted at the discretion of the Chief, Pharmacy Service.  Authorized absence must be requested electronically at least two weeks prior to the scheduled event via VISTA.  

[bookmark: _Toc445881844]Sick Leave:
[bookmark: _Toc393867169][bookmark: _Toc445881845]Residents earn sick leave at the rate of 4 hours per 2 week pay period.  Sick leave for scheduled doctor’s appointments or elective procedures must also be electronically requested two weeks in advance if at all possible.  The RPD and current preceptor should be notified of any unscheduled absence due to illnesses prior to the scheduled tour of duty.  Entry of leave into the computer system should be completed upon the resident's return to work and timekeeper (Nancy Willis and Frances Gonzalez) notified.  The RPD may be contacted at home if needed.

Family Friendly Leave (CB):
[bookmark: _Toc393867170][bookmark: _Toc445881846]Family leave or bereavement leave policies indicate that each employee can use up to 104 hours of family leave each year.   Family leave must be requested electronically prior to planned event or immediately upon employee return if emergency.  RPD approval is required.  Family leave will be deducted from your sick leave balance. 

Emergencies:
Personal emergencies/accidents during tour of duty should be reported to the RPD and current preceptor as soon as possible so that appropriate action can be taken.  
[bookmark: _Toc393867171][bookmark: _Toc445881847]Inclement Weather:
[bookmark: _Toc393867172][bookmark: _Toc445881848]The hospital’s inclement weather policy is that all personnel are required to notify RPD of any delay or absence in duty hours due to inclement weather or unsafe conditions. RPD will determine appropriate leave upon arrival to work.  If you are entirely unable to report for duty due to weather conditions, you will be charged the appropriate amount of annual leave.

Holidays:
The RPD may excuse the PGY2 resident from working on the paid federal holidays as appropriate.  

[bookmark: _Toc393867173][bookmark: _Toc445881849]Dress Code:
In brief, it requires professional attire & footwear during normal duty hours Monday-Friday, 8:00 a.m. – 4:30 p.m. (Fridays allow business casual attire including pharmacy polos).  During some rotations and staffing duties, more casual wear, including jeans and scrubs may be acceptable.  A knee length, durable press, long sleeve white lab coat is the general pharmacist uniform, but may not be appropriate in all geriatric settings.  Lab coats will be provided to you during residency training and are to be returned at the completion of training.

[bookmark: _Toc393867174][bookmark: _Toc445881850]Tour of Duty
Tour of duty for all residents is 8:00 a.m. – 4:30 p.m., Monday – Friday.  Some rotations may require a change in tour.  This 8.5 hour tour of duty allows for a 30 minute lunch break.  The RPD and time keeper (Nancy Willis and Frances Gonzalez) must be informed of all changes in tours of duty prior to the change being made.  
[bookmark: _Toc393867175]
[bookmark: _Toc445881851]Qualifications of the Resident:
Applicants are interviewed January through February.  Each applicant interviews with the RPD and select preceptors.  All applicants must have a Pharm.D. and have completed or be enrolled in an ASHP Accredited PGY1 residency or equivalent experience.  Unless in the case of a PGY1 early committing to the PGY2 program, each applicant must enroll in the Resident Matching Program in order to be considered for a resident position.

Qualifications of the Program Director and Preceptors: from ASHP Accreditation Standard

Principle 5: Qualifications of the Residency Program Director (RPD) and Preceptors (The RPD and preceptors will be professionally and educationally qualified pharmacists who are committed to providing effective training of residents.)

Requirements of the residency program director: 
5.1 RPDs must be licensed pharmacists with demonstrated expertise in the chosen area of advanced practice, as substantiated by all of the following: (a.) an ASHP-accredited PGY2 residency in the advanced practice area, followed by a minimum of three years of practice experience or equivalent in the advanced practice area [i.e., five years of practice experience in the advanced area with demonstrated mastery of the knowledge, skills, attitudes, and abilities expected of one who has completed a PGY2 residency]; (b.) board certification in the specialty [when certification is offered in that specific advanced area of practice]; and, (c.) maintenance of an active practice in the respective advanced practice area. 

5.2 RPDs serve as leaders of programs, responsible not only for precepting residents, but also for the evaluation and development of all other preceptors in their programs. Therefore, RPDs must have documented evidence of their own ability to teach effectively in the clinical practice environment (e.g., through student and/or resident evaluations). 

5.3 Each residency program must have a single RPD who must be a pharmacist from a practice site involved in the program or from a sponsoring organization. 

5.4 A single RPD must be designated for multiple-site residencies or for a residency offered by a sponsoring organization in cooperation with one or more practice sites. The responsibilities of the RPD must be defined clearly, including lines of accountability for the residency and to the residency training site. Further, the designation of this individual to be RPD must be agreed to in writing by responsible representatives of each participating organization. 

5.5 RPDs must have demonstrated their ability to direct and manage a pharmacy residency (e.g., previous involvement as a preceptor in an ASHP-accredited residency program, management experience, previous academic experience as a course coordinator). 

5.6 RPDs must have a sustained record of contribution and commitment to pharmacy practice that must be characterized by a minimum of four of the following:

a. Documented record of improvements in and contributions to the respective area of advanced pharmacy practice. 
b. Appointments to appropriate drug policy and other committees of the organization. 
c. Formal recognition by peers as a model practitioner (e.g., board certification, fellow status). 
d. A sustained record of contributing to the total body of knowledge in pharmacy practice through publications in professional journals and/or presentations at professional meetings. 
e. Serving regularly as a reviewer of contributed papers or manuscripts submitted for publication. 
f. Demonstrated leadership in advancing the profession of pharmacy through active service in professional organizations at the local, state, and national levels. 
g. Demonstrated effectiveness in teaching

Requirements of preceptors: (The RPD should document criteria for pharmacists to be preceptors. The following requirements may be supplemented with other criteria.) 

5.7 Pharmacist preceptors must be licensed and have completed an ASHP-accredited PGY2 residency followed by a minimum of one year of pharmacy practice in the advanced practice area. Alternatively, licensed pharmacists who have not completed an ASHP-accredited PGY2 residency may be preceptors but must demonstrate mastery of the knowledge, skills, attitudes, and abilities expected of one who has completed a PGY2 residency in the advanced practice area and have a minimum of three years of practice in the advanced area. 

5.8 Preceptors must have training and experience in the area of pharmacy practice for which they serve as preceptors, must maintain continuity of practice in that area, and must be practicing in that area at the time residents are being trained. 

5.9 Preceptors must have a record of contribution and commitment to pharmacy practice characterized by a minimum of four of the following: 

a. Documented record of improvements in and contributions to the respective area of advanced pharmacy practice (e.g., implementation of a new service, active participation on a committee/task force resulting in practice improvement, development of treatment guidelines/protocols). 
b. Appointments to appropriate drug policy and other committees of the department/organization. 
c. Formal recognition by peers as a model practitioner (e.g., board certification, fellow status). 
e. Serving regularly as a reviewer of contributed papers or manuscripts submitted for publication. 
f. Demonstrated leadership in advancing the profession of pharmacy through active participation in professional organizations at the local, state, and national levels. 
g. Demonstrated effectiveness in teaching (e.g., through student and/or resident evaluations, teaching awards). 

5.10 Preceptors must demonstrate a desire and an aptitude for teaching that includes mastery of the four preceptor roles fulfilled when teaching clinical problem solving (instructing, modeling, coaching, and facilitating). Further, preceptors must demonstrate abilities to provide criteria-based feedback and evaluation of resident performance. Preceptors must continue to pursue refinement of their teaching skills. 

[bookmark: _Toc393867176][bookmark: _Toc445881852]5.11 Non-pharmacist preceptors (e.g., physicians, physician assistants, certified nurse practitioners) may be utilized for select learning experiences. A pharmacist preceptor must work closely with the non-pharmacist preceptor to select educational goals and objectives for the learning experience, as well as participate actively in the criteria-based evaluation of the resident’s performance. 

Confidentiality
Development of professional ethics and awareness of a patient’s need for confidential and private counseling are important components of your clinical education.  Residents will receive training on HIPAA guidelines.  It is your responsibility to never mention patients by name at inappropriate times.  You should never discuss patients with team members while in stairwells or on elevators.  Paperwork containing patient or employee personal information must be placed in appropriate containers for shredding.  The U.S. Government computer system is for official use only.  The files on this system include federal records that contain sensitive information.  All activities on this system may be monitored to measure network performance and resource utilization; to detect unauthorized access to or misuse of the system or individual files and utilities on the system including personal use; and to protect the operational integrity of the system.  Use of this system constitutes your consent to such monitoring.  Misuse of or unauthorized access to this system may result in criminal prosecution and disciplinary, adverse, or other appropriate action.

[bookmark: _Toc393867177][bookmark: _Toc445881853]Duty Hours
Residents, program directors, and preceptors are required to follow ASHP Pharmacy Specific Duty Hour Requirements.
ASHP Pharmacy Specific Duty Hours

Duty hours are defined as all clinical and academic activities related to the program; i.e., patient care (both inpatient and outpatient), administrative duties relative to patient care, the provision for transfer of patient care, time spent in-house during call activities, and scheduled activities, such as conferences.  Duty hours do not include reading and preparation time spent away from the duty site.
1. Duty hours must be limited to 80 hours per week, averaged over a four-week period. 
2. Residents must be provided with one day in seven free from all educational and clinical responsibilities, averaged over a four-week period.
3. Adequate time for rest and personal activities must be provided. This should consist of a 10-hour time period provided between all daily duty periods.
 
Residents are responsible for tracking duty hours.  If a violation occurs, this must be documented and reported immediately.

Moonlighting
Moonlighting at VASNHCS or outside of VASNHCS is permitted but must meet the duty hour requirements. Resident moonlighting hours will be documented in PharmAcademic at regularly scheduled intervals. If the resident, preceptor, or Residency Program Director finds that the resident’s judgment is impaired or they are unable to meet the requirements of the PGY2 program, individual adjustments to permitted moonlighting hours may be made.  It is essential to ensure that the goals of the program are being met and that the resident and/or patient's welfare is never compromised by either "moonlighting" or reliance on the resident to fulfill service obligations.

Source: Pharmacy Specific Duty Hours Requirements for the ASHP Accreditation Standards for Pharmacy Residencies

[bookmark: _Toc393867178][bookmark: _Toc445881854]





Program Description

This residency is a 12 month program designed to meet the standards set forth by ASHP and ASCP for Geriatric Pharmacy Residencies (PGY2).  Completion of the residency leads to a Certificate of Residency.

[bookmark: _Toc393867179][bookmark: _Toc445881855][bookmark: Requirements_to_Receive_Residency_Certif]Requirements to Receive Residency Certificate
· Satisfactory completion of all rotations and required activities.  If a rotation is not satisfactorily completed, appropriate remedial work must be completed as determined by the preceptors and program director
· Completion of a minimum of 12 months training, including paid time off
· Compliance with all institutional and departmental policies
· Must receive Achieved for Residency (ACHR) on all critical goals and objectives
· Minimum Satisfactory Progress (S/P) on all other goals and objectives at the end of the residency
· Completion of all assignments and projects as defined by the preceptors and Residency Program Director prior to completion of the residency program. Required work products will not be accepted if submitted more than one month after the completion of the residency program
· Completion of a residency project with a manuscript suitable for publication submitted in the journal format of choice to the Residency Program Director no later than the day of the last day of residency unless granted up to one month extension at discretion of the Program Director
· Attend at least one professional state or regional meeting and one national meeting (must be pharmacy-related) as approved by the RPD and Chief of Pharmacy
· Planning and participating in Pharmacy Week (usually third week in October)
· Participate in recruiting activities for the residency
· Contribute to optimal patient care and achieve the mission and goals of VASNHCS and the Pharmacy Service
[bookmark: _Toc393867180][bookmark: _Toc445881856]Obligations of the Resident to the Program
· The resident will be committed to attaining the program’s educational goals and objectives as specified by ASHP and will support the organization’s mission and values.
· The resident’s primary professional commitment must be to the residency program.
· The resident shall be committed to the values and mission of the training organization.
· The resident shall be committed to requesting and making active use of the constructive feedback provided by the residency program preceptors.
[bookmark: _Toc393867181][bookmark: _Toc445881857][bookmark: Dismissal_Policy]Residency Disciplinary Actions and Dismissal Policy
It is not expected that any disciplinary actions will be required during the residency. However, criteria have been established to avoid making an unpleasant situation more difficult. Each resident is expected to perform in an exemplary manner. If a resident fails to achieve the requirements of the program, a performance improvement plan will be implemented and disciplinary action will be taken as necessary. Examples of inadequate or poor performance include dishonesty, repetitive failure to complete assignments, being late for clinical assignments, abuse of annual and/or sick leave, violating VASNHCS or VA policies and procedures, patient abuse, and violating ethics or laws of pharmacy practice. The following sequences of disciplinary actions are outlined:

	1. Minor or initial failure to adhere to requirements will result in an initial verbal counseling by the primary preceptor or the Residency Program Director. A note stating a verbal counseling has occurred will be sent to the Residency Board. If a resident is late to work more than one time the resident will be considered absent without leave and a pay reduction will be assessed for the time missed.

2. For repeated or more severe incidents, the Residency Program Director or Residency Board will give residents a formal written warning of failure to meet the requirements of the residency program.  A list of actions and/or additional assignments required to continue in the program will be determined by the Residency Board and must be signed by the resident. The board will follow the resident’s compliance with the required actions. Failure with compliance may lead to the dismissal of the resident from the program. Failure to maintain licensure will result in dismissal of the resident from the program.

3. For identified Needs Improvements (NIs) immediate RPD involvement is required.  A written Performance Improvement (PI) plan will be created with routine check-in (i.e. monthly) regardless of whether improvement is noted to ensure there is no reverting or new issues that arise and to allow the resident to gauge performance and offer adequate time for remediation if necessary.

4. Failure to comply with the required actions set forth by the Residency Board will be documented in writing by the preceptor, Residency Board, or Residency Director.  The Residency Board, Chief of Pharmacy, and Residency Program Director will decide whether dismissal is necessary after reviewing the situation with the resident and preceptor.  If dismissal is necessary the proper process will be initiated. 


[bookmark: _Toc384634753][bookmark: _Toc393867182][bookmark: _Toc445881858]Termination Policy
[bookmark: _Toc364432417][bookmark: _Toc364432096]A PGY2 Pharmacy resident may be terminated at the discretion of the Chief of Pharmacy and Residency Program Director for failure to meet the program objectives and requirements as outlined in the PGY2 Pharmacy Residency Manual or failure to meet the terms of employment of the Reno VA Medical Center set forth in the Medical Center’s Standards of Ethical Conduct and Related Responsibilities of Employees.
[bookmark: _Toc393867183][bookmark: _Toc445881859]
Scope of Practice
What is a Scope of Practice or Collaborative Practice Agreement?
Clinical pharmacy specialists may have a range of practice privileges that vary with their level of authority and responsibility.  The specific practice should be defined within a scope of practice document or protocol developed by the health care institution.   This protocol should define the activities that pharmacists will provide within the context of collaborative practice as a member of the interdisciplinary team, as well as any limitations that may be needed.  Quality of care review procedures and processes to assure professional competency should also be included in the scope of practice. 

At VASNHCS, all clinical staff (excluding physicians) that prescribes treatment in the medical record (dietitians, nurses, pharmacists, podiatrists, physician assistants, social workers, physical therapists, audiologists, speech/language pathologists and respiratory therapists) will function under a scope of practice approved by the Chief of Staff.  Pharmacy Service has a peer review committee to assure high quality care is provided and that clinical pharmacy specialists are qualified to perform under their scope of practice.

In order to be granted prescriptive authority, clinical pharmacy specialists must possess:
1. A current state license, and
2. A Pharm.D. or M.S. degree (or equivalent).  Examples of equivalent qualifications include (but are not limited to):
a. Completion of a PGY1 American Society of Hospital Pharmacists accredited residency program,
b. Specialty board certification, or
c. Two years of clinical experience.

VASNHCS Pharmacy Service has clinical pharmacists practicing in a wide variety of clinical settings and has various protocols in place to cover these activities.  

Upon receiving a pharmacist’s license, a resident can perform any key function typically performed within a pharmacist’s scope of practice.  All activities must be accomplished within the guidelines, policies and procedures set forth by the hospital and Pharmacy and Therapeutics Committee.  Residents will document their activities in the patient medical record with a progress note that will need to be cosigned by the preceptor. Based on policy, PGY1 residents will not be individually scoped and will perform clinical functions under their preceptor's scope with co-signature requirement. A PGY2 resident has the opportunity to apply and obtain a scope of practice in their specialty area. 
Excerpt from PBM Field Guidance Clinical Pharmacist Scope of Practice: 
Clinical Pharmacist Scope of Practice (SOP) must meet requirements as outlined in VHA Directive 2008‐043 and VHA Directive 2009-014. The clinical pharmacist scope of practice is obtained through careful review of a pharmacist qualifications, training, and demonstration of skills and allows for collaborative medication management. Collaborative medication management entails an agreement wherein pharmacists may perform all facets of comprehensive medication management which includes initiate, modify, and continue medication regimens, order related laboratory tests and diagnostic studies, perform physical measurements and objective assessments, take independent corrective action for identified drug-induced problems and order consults (e.g., dietician, social work, specialty provider), as appropriate, to maximize positive drug therapy outcomes as defined in their scope of practice. 

For purposes of this guidance, it is important to understand the definition for clinical pharmacist with a scope of practice. A clinical pharmacist with a scope of practice is an individual who provides direct patient care and functions at the highest level of clinical practice, working with a high level of autonomy and independent decision-making within the parameters of their scope of practice, as defined by the individual medical facility, and performs functions as described in VHA Directive 2008-043 and this guidance. A clinical pharmacist with a scope of practice includes the clinical pharmacy specialist, however a scope of practice may be included in the responsibilities of all levels of clinical pharmacists depending on their assignment as outlined in VA Handbook 5005/55. 

The scope of practice permits a high level of autonomy and independent decision-making when performing the authorized duties but requires collaboration with the healthcare team for the overall care of the Veterans. In performing the authorized duties, the clinical pharmacist is responsible and accountable for the patient care managed under the clinical pharmacist’s scope of practice. To be granted prescriptive authority and responsibility, the clinical pharmacist must have experience and expertise in the practice areas and functions, including, but not necessarily limited to, medication management of patients with defined diagnoses, management of medication-related adverse events, ongoing and acute medication monitoring, and collaboration with other healthcare providers for management of new diagnoses. 
 When Is a Scope of Practice Required? 
A scope of practice is required for all Clinical Pharmacy Specialists, as well as any other licensed positions in which the clinical pharmacist has direct patient care responsibilities and serves as a non-physician provider to initiate, modify, extend or discontinue medication therapy with their name placed on the order or prescription. Direct patient care for the purpose of this guidance refers to patient care functions which are carried out collaboratively or autonomously by a clinical pharmacist in an advanced practice role and are above and beyond those functions considered to be routine part of a VA clinical pharmacist’s duties. 
Activities that require a scope of practice include, but are not limited to, the following: 
1. Executing therapeutic plans utilizing the most effective, safest, and most economical medication treatments. 
2. Ordering, subsequent review and interpretation of appropriate laboratory tests and other diagnostic studies necessary to monitor, support, and modify the patient’s drug therapy. 
3. Prescribing medications, devices and supplies to include: initiation, continuation, discontinuation, monitoring and altering therapy. 
4. Ordering and administering vaccines as necessary for the provision of pharmaceutical care. 
5. Taking independent corrective action for identified drug-induced problems. 
6. Ordering consults (e.g., dietician, social work, specialty provider), as appropriate, to maximize positive drug therapy outcomes. 
7. Obtaining and documenting informed consent for treatments and procedures that require consent for which the clinical pharmacist is responsible, including those where the clinical pharmacist is the prescriber of a treatment that requires consent or when they are providing medication management services on behalf of the original prescriber. 
When Is a Scope of Practice Not Required? 
Patient care activities are included in the role of all clinical pharmacist positions, as appropriate. All clinical pharmacists can perform duties that are considered routine. However, depending on the nature of the function or the manner in which it is performed, the activities could result in the performance of patient care, requiring a scope of practice. A list of examples of activities that generally are considered routine clinical pharmacist duties that do not require a scope of practice can be found in Attachment B. Medication prescriptive authority requires a scope of practice as set forth in VHA Directive 2009-014. 
The Facility may develop medical center policy that allows clinical pharmacists to provide services on behalf of the prescribing provider without requiring a scope of practice (or placing the pharmacist’s name on the prescription). In these instances, the policy must identify the VA provider’s name to be placed on the prescription and utilized for policy orders entered by the clinical pharmacist and may include circumstances such as: 
• Orders for non-medication items such as diabetic supplies (e.g. test strips), nutritional supplements (e.g. Jevity, Ensure), ostomy supplies, and other supply items required for patient care after proper patient assessment, 
• Providing a “bridge” supply of medications for Traveling Veterans, and 
· Therapeutic substitutions or interchanges of medications or other activities (e.g. recalled medications) as approved by Pharmacy and Therapeutics Committee or medical staff governing body. 
Note: Whenever medical center policy is developed to allow these services, it is important that policy be paired with competency assessment as well as ongoing quality assurance for the process. 

References:
1. VHA Directive 2008-043 – Scope of Practice for Pharmacists with Direct Patient Care. 
http://vaww1.va.gov/vhapublications/ViewPublication.asp?pub_ID=1732 
2. VHA Directive 2009—014 – Establishing Medication Prescribing Authority for Clinical Pharmacy Specialists 
http://vaww1.va.gov/vhapublications/ViewPublication.asp?pub_ID=1852 
3. VHA Handbook 1100.19 – Credentialing and Privileging. 
http://vaww1.va.gov/vhapublications/ViewPublication.asp?pub_ID=1806 
4. VHA Directive 2012-303-Credentialing of HealthCare Professionals. http://www.va.gov/vhapublications/ViewPublication.asp?pub_ID=2815 
5. PBM Guidance Professional Practice Evaluations for Pharmacists with a Scope of Practice, May 2, 2011. Professional Practice Evaluations for Pharmacists with a Scope of Practice 
6. PBM Guidance Scope of Practice Recommendations for Pharmacy Residents, January 17, 2013. Scope of Practice Recommendations for Pharmacy Residents. 
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[bookmark: _Toc445881860]Pharmacy Residency Board

The Pharmacy Residency Committee, chaired by the RPD and composed of residency preceptors, is established for these goals:

1. To facilitate that each resident meets the goals and objectives of the PGY2 Pharmacy Residency Program over the course of the year.
1. To assess and improve the residency program, including the program manual, required activities and elective offerings.
1. To assure that the residency surpasses the standards as set by the ASHP and the Department of Veterans Affairs.
1. To foster the resident’s professional and personal growth.
1. To assure a balance between clinical activities/learning and administrative/staffing is maintained throughout the residency year.

The Board will meet at least quarterly to review quarterly reports, rotation evaluations, project proposals, and to evaluate resident project progression and implement a resident-specific customized plan.  Residents are asked to meet with the residency board quarterly to review their evaluations, as well as discuss the residents’ progress, areas for improvement, project, career goals and feedback about the residency program.  The Board will also approve/disapprove the chosen electives for each resident.

Board members take an active role in the professional development of the residents.  

Residents are expected to take an active role in meeting their program goals and assessing their rotations. Each resident is expected to perform in an exemplary manner. If a resident fails to achieve the requirements of the program, a performance improvement plan will be implemented and disciplinary action will be taken as necessary, as explained in the Residency Disciplinary Actions and Dismissal Policy section.








[bookmark: _Toc445881861]


Program’s structure
In order for the resident to attain competency in the levels of practice as required by the pharmacy practice standards, residents will complete the following: 

[bookmark: _Toc393867186][bookmark: _Toc445881862]Required Rotations:
Orientation (4 weeks)
Community Living Center (CLC) (8 weeks + 6 weeks)
Home Based Primary Care (HBPC) (6 weeks)
Hospice and Palliative Care (6 weeks)
Inpatient Mental Health (4 weeks)
Geriatric Ambulatory Care (4 weeks)
Community nursing home (SNF) (4 weeks)
Elective 1 (4 weeks)
Elective 2 (4 weeks)

[bookmark: _Toc445881863][bookmark: _Toc393867187]Required Longitudinal Experiences: 
[bookmark: _Toc445881864]½ day ambulatory care or dementia clinic (6 months)
[bookmark: _Toc445881865]Pharmacoeconomics (9 months)
[bookmark: _Toc445881866]Teaching/Leadership (12 months)
[bookmark: _Toc445881867]Residency Project (12 months)

Required Concentrated Experiences:
[bookmark: _Toc445881868]Scope of practice (1-3 months)

Electives may be selected from well-established pharmaceutical care areas or developed for unconventional areas.  Any of the core areas may be selected as an advanced elective rotation.  The following are other possible electives:
Specialty Clinic 
Pain Management (Non-VA) 
Ambulatory Care
Internal Medicine  

The resident is responsible for arranging all electives with the preceptor and the RPD.  It is recommended that this be accomplished as early as possible in the residency year to facilitate planning of all involved. Chosen electives for each resident will be reviewed and approved/disapproved for each resident by the Residency Board Committee. 



[bookmark: _Toc393867191][bookmark: _Toc445881869]

Learning Experience Preceptors

	
Preceptor Name

	
Learning Experience Precepted

	
Area of Day-to-Day Practice

	Dawn Currie, PharmD, BCPS, CGP


	Orientation
CLC I & II
Scope of Practice
Teaching/Leadership
Hospice & Palliative Care
Geriatric Primary Care
Geriatric residency project

	CLC pharmacist-Geriatrics & Extended-Care
PGY2 Geriatric Residency Director

	Tara Reddy, PharmD, BCPP

	Home Based Primary Care
Hospice & Palliative Care
Geriatric residency project


	Home Based Primary Care
Geriatrics/CLC

	
Kelly Krieger PharmD

	Mental Health 

	Outpatient pharmacy clinic for mental health and 
primary care
 Inpatient mental health ward

	Heather M Mooney PharmD BCPS BCPP

	Mental Health (inpatient & outpatient) 
Resident project
	Outpatient pharmacy clinic for mental health and 
primary care
Inpatient mental health ward

	Amy Ferguson, PharmD, BCACP, CDE

	Specialty Clinic Elective
	Specialty Pharmacy, outpatient clinic

	Vanessa Vaupel PharmD, BCPS


	Specialty Clinic Elective
	Specialty Pharmacy, outpatient clinic

	Amneet Rai PharmD


	Pharmacoeconomics
	Pharmacoeconomics

	Jerry Clifford, PharmD

	Internal Medicine Elective
	Internal Medicine

	Kelly Valine, PharmD


	Ambulatory Care Elective
	Outpatient pharmacy clinic




 





PGY2 Pharmacy Residency Program
 Residency Evaluation Process

Evaluations are important for maximal growth during residency.  Before the program begins, each resident completes an initial self-evaluation.  This allows the RPD and Residency Board to tailor the residency experience to the individual resident’s desires, needs, and experiences. Each resident’s individualized residency training program and evaluation process is entered into a security protected on-line computerized program.  The residency director has entered all documents and determined time frames for scheduled rotations, appropriate preceptors and evaluation documents.  Descriptions of each rotation experience are available which include: a brief descriptor, goals and associated objective to be formally taught and evaluated during this experience, learning activities to facilitate achievement of the goals and objectives, schedule, designated meetings/responsibilities, checklist of assignments/projects/requirements and assigned readings.  
Residents are assigned to preceptors for training and guidance.  Preceptors will meet with the resident on a regular basis and review the resident’s accomplishments.  Midway through a rotation the preceptor will determine if the resident is likely to meet all goals and objectives of the rotation.  If the resident has not met the goals and objectives necessary to pass the rotation, the preceptor will discuss this with the resident so corrective actions can be taken.  If the resident does not meet these goals and objectives by the end of the rotation, the board will discuss and plan the course of action at that time.  During the rotation formative evaluation will be given by the preceptor as projects are completed.  Formative evaluations occur as daily feedback; verbal or written.  Examples of written evaluation can be signing progress notes and addendums, journal club or presentation evaluations, corrected minutes and agendas etc.

Summative evaluations occur at the end of each Learning Experience if less than 12 weeks or quarterly for those that are longitudinal experiences.  At the conclusion of each rotation, required evaluations will be completed in PharmAcademic (formerly ResiTrak) online through the PharmAcademic website. 

Each resident is asked to give an honest appraisal of the preceptor and the rotation. Once the preceptor and the resident have completed evaluations they will be discussed. After discussion the preceptor and resident will sign the evaluation.  Evaluations will be reviewed and deficiencies and/or disciplinary actions that are needed will be addressed by the Residency Board.  These are then signed by the Residency Director and filed.  

In addition, at the end of each quarter the resident’s entire program evaluation is done by the Residency Director with input from the Residency Board.  A review and discussion between the resident and Residency Director is documented and an individualized plan is developed to accommodate changes in the resident’s learning experience based on their or the preceptors requests. Once goals for the program are achieved they need not be evaluated again.  If satisfactory progress is made the goals continue to be evaluated.

Quarterly evaluations are done by the Residency Board and are presented to the resident.  The evaluation involves identifying any objective evaluated that has been rated as “Needs Improvement”.  Specific suggestions for improvement are made.  In addition, strengths and areas of improvement are identified and the residency experience is tailored to the resident’s needs.  

The resident is also asked to complete a quarterly self-assessment similar in nature to the initial assessment to assist in this individualization.  A quarterly self-evaluation is an important component of the residency program. These will be completed in October, January, April, and June. The evaluation should be introspective of where the resident feels he/she is progressing. The self-evaluation should be related to the initial plan that was submitted in June.  These evaluations will be reviewed by the Residency Board members.  Changes in experiences may be recommended by the Advisory Board to help residents attain the goals.  In addition, the residents will self-evaluate the same goals and objectives that the preceptor is evaluating at the end of the Learning Experience.  The preceptors will also self-evaluate their teaching skills.

At the end of the residency year, residents will be asked to complete a final self-evaluation as well as an evaluation of the program and overall residency experience.  This will take place through the completion of two forms – a final quarterly self-evaluation and an outgoing resident survey.  The resident will also receive a final evaluation by the Residency Board that will be presented to the resident in a format similar to the above quarterly evaluations.
[bookmark: _Toc30849633][bookmark: _Toc230600296]
[bookmark: _Toc384632208][bookmark: _Toc384795190][bookmark: _Toc393867192][bookmark: _Toc445881870]Meaning of Objective Ratings

Achieved 
You have fully accomplished the educational goal for this particular learning experience. No further instruction or evaluation is required.

Achieved for Residency
This is reserved for the Residency Board to decide and is generally left until the end of residency. As the Residency Board intends many of these to be evaluated multiple times in residency, they will make the decision on marking achieved for residency.

Satisfactory Progress
This applies to an educational goal whose achievement requires skill development in more than one learning experience. The learning experience being evaluated is not the last one in which this goal will be taught. In this current experience you have
progressed at the required rate to attain full achievement by the end of the program.

Needs Improvement
Your level of skill on the educational goal does not meet the preceptor's standards of either "Achieved" or Satisfactory Progress," whichever applies.

[bookmark: _Toc384632210][bookmark: _Toc384795192][bookmark: _Toc393867194][bookmark: _Toc445881871]Objectives Rated as “Needs Improvement” and Remediation

Needs Improvement on Snapshot or Formative Evaluation
Preceptors are encouraged to provide verbal feedback during the rotation in addition to written feedback in PharmAcademic. If the preceptor has provided initial verbal feedback and the resident is not meeting “satisfactory progress” for a specific goal or objective, the preceptor should document a snapshot evaluation as soon as possible and discuss with the resident. Especially for longitudinal rotations in which evaluations are scheduled quarterly, waiting until the scheduled formative evaluation will result in a delay and frustration for both the resident and preceptor. Snapshot or formative (mid-point) evaluations that include a “needs improvement” must include a documented action plan in PharmAcademic that will target “satisfactory progress” by the end of the learning experience. The preceptor will notify the RPD regarding the evaluation and action plan. If needed, the preceptor and RPD will meet to discuss further actions. 
Needs Improvement on Less than Two Summative Evaluations
If a preceptor determines that a resident still needs improvement for selected goals and objectives by the end of the rotation, the preceptor will meet with the RPD PRIOR to the end of the rotation and PRIOR to meeting with the resident. The preceptor and RPD will determine how the objective will be addressed on future rotations and will decide if a warm-hand off is needed between the current and upcoming preceptor. The RPD will determine if any modifications are necessary to future rotations to ensure satisfactory progress. The current preceptor will meet with the resident to provide the summative evaluation. 
Needs Improvement for Same Objective on More than One Summative Evaluations
If a resident receives “needs improvement” for the same objective on more than one summative evaluation, a formal remediation process will be implemented to assist the resident in addressing the areas needing improvement. The RPD will meet with the preceptors and resident to discuss the evaluations. Based on this discussion, the RPD and resident will develop and document an action plan in PharmAcademic. Example items in the action plan include goal-setting, additional assignments, timelines, and frequent follow up meetings. The RPD will determine if any modifications are necessary to future rotations to ensure satisfactory progress. Modifications may include extending or repeating specific learning experiences and elimination of elective learning experiences to provide additional time for remediation. 
Needs Improvement on More than 3% of Required Objectives
If at each quarterly meeting, a resident has received “needs improvement” for more than 3% of required program objectives on summative evaluations, a formal remediation process will be implemented to assist the resident in addressing the areas needing improvement. The RPD will meet with the preceptors and resident to discuss the evaluations. Based on this discussion, the RPD and resident will develop and document an action plan in PharmAcademic. Example items in the action plan include goal-setting, additional assignments, timelines, and frequent follow up meetings. The RPD will determine if any modifications are necessary to future rotations to ensure satisfactory progress. Modifications may include extending or repeating specific learning experiences and elimination of elective learning experiences to provide additional time for remediation. If the resident still receives “needs improvement” for more than 3% of required program objectives on summative evaluations after completion of a formal remediation process, or if the resident is unable to complete the remediation process, the RPD may recommend termination from the program. 

PharmAcademic link: PharmAcademic website 



[bookmark: _Toc393804217][bookmark: _Toc393867196][bookmark: _Toc445881872]Outcomes/Goals for PGY2 Geriatric Pharmacy Residency
[bookmark: _Toc393804218][bookmark: _Toc393867197][bookmark: _Toc445881873]Required ASHP Accreditation Outcomes/Goals 

	[bookmark: _Toc445881874]Outcome R1: Serve as an authoritative resource on optimal use of medication in geriatric patients.

	[bookmark: _Toc445881875]Goal R1.1* 
	[bookmark: _Toc445881876]Establish oneself as an organization expert for geriatric pharmacy-related information and resources.


	[bookmark: _Toc445881877]Goal R1.2
	[bookmark: _Toc445881878]Employ literature analysis skills in preparing drug information.


	[bookmark: _Toc445881879]Goal R1.3
	[bookmark: _Toc445881880]Assist the organization in achieving compliance with accreditation, legal, regulatory, and safety requirements related to the use of medications (e.g., The joint Commission requirements, ASHP standards, statements, and guidelines; state and federal laws regulating pharmacy practice; CMS State Operations Manual).


	[bookmark: _Toc445881881]Outcome R2: Optimize the continuum-of-care of geriatric patients; recognize diseases, disorders, syndromes, and psychosocial needs unique to this population; by providing evidence-based, patient-centered therapy as an integral part of an interdisciplinary team.


	[bookmark: _Toc445881882]Goal R2.1*
	[bookmark: _Toc445881883]Establish collaborative professional relationships with members of the geriatric interdisciplinary teams.


	[bookmark: _Toc445881884]Goal R2.2*
	[bookmark: _Toc445881885]Prioritize the delivery of pharmacy services to geriatric patients. 


	[bookmark: _Toc445881886]Goal R2.3
	[bookmark: _Toc445881887]Establish collaborative pharmacist-patient and pharmacist-caregiver relationships. 


	[bookmark: _Toc445881888]Goal R2.4
	[bookmark: _Toc445881889]Collect and analyze patient information.


	[bookmark: _Toc445881890]Goal R2.5
	[bookmark: _Toc445881891]When necessary, make and follow up on referrals/consults for geriatric patients.


	[bookmark: _Toc445881892]Goal R2.6*
	[bookmark: _Toc445881893]Design evidence-based therapeutic regimens for geriatric patients.


	[bookmark: _Toc445881894]Goal R2.7
	[bookmark: _Toc445881895]Design evidence-based monitoring plans for geriatric patients.


	[bookmark: _Toc445881896]Goal R2.8
	[bookmark: _Toc445881897]Recommend regimens and monitoring plans for geriatric patients.


	[bookmark: _Toc445881898]Goal R2.9
	[bookmark: _Toc445881899]Implement regimens and monitoring plans for geriatric patients.


	[bookmark: _Toc445881900]Goal R2.10*
	[bookmark: _Toc445881901]Evaluate the progress of geriatric patients and redesign regimens and monitoring plans.


	[bookmark: _Toc445881902]Goal R2.11
	[bookmark: _Toc445881903]Communicate ongoing patient information to facilitate continuity of care.


	[bookmark: _Toc445881904]Goal R2.12 
	[bookmark: _Toc445881905]Document direct patient care activities appropriately.


	[bookmark: _Toc445881906]Outcome R3: Manage and improve medications-use systems across the continuum of care for geriatric patients.


	[bookmark: _Toc445881907]Goal R3.1*
	[bookmark: _Toc445881908]Identify opportunities for improvement in an organization's medication-use system affecting geriatric patients.


	[bookmark: _Toc445881909]Goal R3.2
	[bookmark: _Toc445881910]Participate in an organization's formulary management for geriatric patients.


	[bookmark: _Toc445881911]Goal R3.3
	[bookmark: _Toc445881912]Lead the review of existing, or the development and implementation of treatment guidelines/protocols for the care of geriatric patients.


	[bookmark: _Toc445881913]Outcome R4: Demonstrate leadership and practice management skills.


	[bookmark: _Toc445881914]Goal R4.1*
	[bookmark: _Toc445881915]Exhibit the ongoing development of essential personal skills of a geriatric pharmacy practice leader.


	[bookmark: _Toc445881916]Goal R4.2
	[bookmark: _Toc445881917]Contribute to the leadership and management activities within the practice area.


	[bookmark: _Toc445881918]Goal R4.3
	[bookmark: _Toc445881919]Exercise practice leadership.


	[bookmark: _Toc445881920]Outcome R5: Demonstrate excellence in the provision of training and educational activities for health care professionals, health care professionals in training, and the public.


	[bookmark: _Toc445881921]Goal R5.1*
	[bookmark: _Toc445881922]Provide effective education and training to health care professionals and health care professionals in training.


	[bookmark: _Toc445881923]Goal R5.2
	[bookmark: _Toc445881924]Create pertinent, evidence-based medication-use information for health care professionals.


	[bookmark: _Toc445881925]Goal R5.3
	[bookmark: _Toc445881926]Design and deliver education programs to the public that center on wellness, health promotion, and identification and prevention of medication-related problems in the geriatric population.


	[bookmark: _Toc445881927]Outcome R6: Contribute to the body of geriatric pharmacotherapy knowledge.


	[bookmark: _Toc445881928]Goal R6.1*
	[bookmark: _Toc445881929]Conduct a geriatric pharmacotherapy-related research project using effective research and project management skills.


	[bookmark: _Toc445881930]Goal R6.2
	[bookmark: _Toc445881931]Engage in the publication process.



[bookmark: _Toc445881932]Elective Educational ASHP Accreditation Outcomes/Goals 

	Outcome E2: Demonstrate knowledge particular to geriatric pharmacy practice in the home care environment. 


	Goal E2.1
	[bookmark: _Toc445881933]Understand scope of services that might be provided in the home care environment.


	Goal E2.2
	[bookmark: _Toc445881934]Contribute to an interdisciplinary team’s determination of the suitability of individual geriatric patients for home care. 


	Goal E2.3
	[bookmark: _Toc445881935]Understand unique aspects of providing evidence-based, patient-centered, medication therapy management with interdisciplinary teams in the home care environment. 


	Goal E2.4
	[bookmark: _Toc445881936]Understand unique aspects of preparing and dispensing medications for home care patients. 


	Goal E2.5
	[bookmark: _Toc445881937]Appreciate the complexity of the financial environment of home care practice. 


	Outcome E4: Where the geriatric pharmacy practice is within a setting that allows pharmacist credentialing, successfully apply for credentialing. 


	Goal E4.1
	[bookmark: _Toc445881938]Successfully petition for credentialing as a geriatric pharmacy specialist. 


	Goals marked with an (*) are defined as critical goals
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[bookmark: _Toc393867199][bookmark: _Toc445881940]Project Proposal/Manuscript 
[bookmark: _Toc393867200][bookmark: _Toc445881941] 
Implementation/Data Collection
The resident must receive approval from the Residency Committee prior to initiating the project. The project advisor and program director must be apprised of the progress and all problems encountered in a timely manner. The resident must meet with the project advisor at least monthly to discuss the progress and report on progress to the program director. 

The Project Resources folder on PharmShare includes many resources including the proper forms. The following may be useful examples for residents:


Blank form to fill out differentiating QI project from research

  
Example of completed QI form
Elizabeth O’Hara 2012-2013


Example of manuscript for QI project
Michael Harvey, 2012-2013
[bookmark: _MON_1434436045][image: ]
Example of Application/HIPAA Waiver 
Chandra Steenhoek, 2012-2013


[bookmark: _MON_1434869187]         
Example of manuscript for Research project (IRB/R&D approved) 
Chandra Steenhoek, 2012-2013




[bookmark: _Toc393867201][bookmark: _Toc445881942]Presentation
For both the proposal and the presentation of the results, the resident must demonstrate to the Residency Committee a thorough understanding of the topic, the methods, any shortcomings of the study and the results and conclusions supported by the project. The prepared presentation should be 15 minutes with the remainder of the time left for questions and answers (5 minutes). Audiovisuals should be used to enhance the presentation as appropriate with handouts of the presentation provided to facilitate feedback from preceptors.

[bookmark: _Toc393867202][bookmark: _Toc445881943]Quality
The resident must meet scientific standards for quality in all aspects of the project. The resident may be required to repeat any or all aspects of the project if the standards are not met. The resident will not receive a residency certificate if the project is not completed or if a final paper suitable for publication is not submitted. Suitability will be determined by the residency advisor and program director with the advice of the Residency Board.

Journal Club Presentation Evaluation Form


Presenter: ___________________________   Date: ______________



1. REVIEW OF THE PERTINENT PRIMARY LITERATURE                1      2      3      4      5
Identifies other recent clinical trials/studies of the same drug/procedure
Primary literature is condensed and is correctly summarized
Elaborates on any major attributes or deficiencies of the available data
If there is a lack of literature/studies for review, this is stated

2. PRESENTATION OF THE ARTICLE              			  1      2      3      4      5
Explains:  Study Goal
  Methodology
  Results

3. EVALUATION OF THE ARTICLE        				  1      2      3      4      5
Identifies strengths and weaknesses of the methodology of the trial/study
Assesses and critiques the statistical analysis
Draws own conclusions and contrasts them with authors(s)
The conclusions made by the presenter about the trial are correct

4. ABILITY TO ANSWER QUESTIONS			            	  1      2      3      4      5
Answers are logically presented
Answers are accurate
Presenter can think on his/her feet (theorize if necessary)

5. DELIVERY OF PRESENTATION
Organization & Preparedness                                                           1      2      3      4      5
Is well-prepared (does not reread article)
Handout is neat, organized, and logical

Presentation & Communication Skills                                               1      2      3      4      5
Proper rate and fluency of speech
Professional phraseology
Smooth delivery
Appropriate use of pauses

      Scoring Key             1 = unacceptable				  FINAL SCORE (total/6):
      2 = poor
      3 = acceptable or good (average)
      4 = very good				                _______________
      5 = excellent or exceptional


REVIEWER COMMENTS:
________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
________________________________________________________________________________


[image: ]

[image: ]    [image: ]

[image: ][image: ]
[bookmark: _Toc393867207]Presentation Evaluation Form
Presenter Name ___________________________________________ Date___________________
Evaluator _________________________________      Start Time __________     End Time__________

	CONTENT – Organization
	Evaluation
	Comments

	1. Presentation flowed logically and was clear.  Title matches presentation.  Discussion precise and confined to topic.  
	Excellent
	










	Generally well organized; occasionally skipped around; occasionally wordy.  
	Good
	

	Hard to follow; more logical flow needed.   Discussion not relevant to subject matter.
	Poor
	

	2. Presenter was knowledgeable about subject matter. 
	Excellent
	

	Presenter somewhat knowledgeable about subject matter.  Occasionally unable to clearly explain some concepts.                                                                                                                                                                                           
	Good
	

	Presenter was not knowledgeable about subject matter.  
Unable to clearly explain most concepts. 
	Poor
	

	CONTENT - Objectives (should list a minimum of 3 learning objectives.)

	All objectives were stated and emphasized; all objectives were covered/met. Thorough elaborate discussion of topics and relevant recommendations.
	Excellent
	






	Some objectives were not clearly stated; the discussion did not reflect the objectives. Minimal discussion with no extrapolation to relevant information.
	Good
	

	Objectives were not stated and appeared to be not considered given design of discussion.
	Poor
	

	CONTENT - Discussion of Disease States and Drug Therapy

	1. Thorough critique of drug therapy; all aspects of drug therapy reviewed as applicable (pharmacology, dosing, adverse effects, interactions, complications, appropriateness). Other therapeutic options discussed.
	Excellent
	









	Good critique to drug therapy; some aspects of drug therapy reviewed. Several options discussed. 
	Good
	

	Drug therapy presented, but not critiqued; no options discussed.
	Poor
	

	2. Disease state discussion relevant to presentation; good balance between disease state and drug therapy.
	Excellent
	

	Disease state too broad and difficult to relate to presentation.
	Good
	

	Not enough disease state information presented.
	Poor
	

	CONTENT - Interpretation of Primary Literature

	1. Primary literature thoroughly reviewed and relevant to presentation. Appropriate literature reviewed.
	Excellent
	










	Primary literature somewhat reviewed and relevant to presentation.
Incomplete review of  data.  
	Good
	

	Primary literature reviewed but not relevant to presentation and/or too many/few studies.  
	Poor
	

	2. Accurate and thorough interpretation of primary literature(comments on design, limitations, statistics, and applicability to patient population).  Discussed strengths and weaknesses of studies and provided own opinion. 
	Excellent
	

	Partial assessment/interpretation of primary literature. Only presented investigator's conclusions. .
	Good
	

	Did not interpret primary literature. No discussion of strengths and weaknesses of studies.  Did not provide rational conclusions. 
	Poor
	


	
COMMUNICATION – Verbal
	Evaluation
	Comments

	1. Presenter easily heard (adequate volume/tone/enunciation).  Easy to follow & listen to. Proper use of all terminology
	Excellent
	








	Presenter with adequate volume, but some words lost to mumbling.  
	Good
	

	Presenter not easily heard from the back of the room.   Demonstrated lack of interest in top and/or inappropriate medical terms.
	Poor
	

	2. Efficient use of time, good pace.
	Excellent
	

	Rate appropriate the majority of the time with some parts too fast or too slow.
	Good
	

	Rate of delivery was too slow/too fast; inefficient use of time. 
	Poor
	

	COMMUNICATION - Non-Verbal

	No distracting mannerisms, gestures; exhibited polish, poise; maintained eye contact with audience; used notes infrequently 
	Excellent
	





	Mildly (1-4) distracting mannerisms or gestures; usually polished and poised.  Read some of the presentation with some eye contact.  Minimum use of stall words.
	Good
	

	Many distracting mannerisms, detracted from the presentation. Did not speak with confidence. Read most of presentation with no eye contact.
	Poor
	

	COMMUNICATION - AV Materials/Handouts

	1. Discussion of graphs/diagrams included; NO spelling errors; familiar w/AV equipment; appropriate number of slides used.
	Excellent
	











	Some disorganization of slides, busy slide(s), too many/too few slides; few spelling errors.
	Good
	

	Slides are very unorganized with multiple spelling/grammar errors; unfamiliar with AV equipment.
	Poor
	

	2. Well organized handout that coincided with slides.   Referenced summary includes comprehensive overview of discussion.  NO spelling/grammatical errors.
	Excellent
	

	Some disorganization of handout. Handout difficult to follow and/or was not an overview of the presentation.  Few spelling/grammatical errors.
	Good
	

	No handout provided OR handout provided is disorganized with multiple spelling/grammatical errors.
	Poor
	

	COMMUNICATION - Ability to Answer Questions

	Presenter able to respond to questions with confidence and knowledge.  Appropriately anticipated audience questions.   Demonstrates integration of material.
	Excellent
	





	Presenter somewhat able to respond to questions; was not able to respond without referring to notes.  Provides pertinent information missed during presentation.
	Good
	

	Presenter not able to appropriately respond to questions; did not anticipate audience questions; did not appear prepared. 
	Poor
	

	Additional Comments:











Drug Information Request and Response

Have your preceptor review your draft response. Only final versions are to be circulated.
Section 1 - General Information

1. Student: _________________________________
2. Preceptor: ________________________________________
3. Date: __________________ 
4. Initial information request (i.e., the initial question received):

5. Actual information needed/requested:

6. Category of request:	 Patient Specific (complete section 2)
							 Non-patient-specific drug information requests (do not complete section 2)
							 Academic or educational information requests (do not complete section 2)

7. Type of information requested (choose only one)
	___Adverse drug event
	___Formulary issue
	___Pharmaceutics (stability, etc.)

	___Alternative agent (e.g. herbal)
	___Foreign drug identification
	___Pharmacokinetics

	___Availability of drug
	___General information
	___Pregnancy/lactation

	___Dosage and administration
	___Identification of product
	___Therapeutics

	___Drug interaction
	___Investigational drug
	___Toxicology

	
	
	___Other___________________



8. Method received: 
	____ telephone

	____ rounds

	____ hand written

	____ email

	____ other



9. Requestor information:
a. Name: ____________________________________
b. Affiliation/practice site name: ______________________________
c. Telephone #: _______________________________
d. Pager #: ______________
e. E-mail address: _____________________________
f. Fax #: ________________
g. Background and practice site:
	________House staff physician
	______Hospital

	________Attending physician
	______Ambulatory care clinic

	________Nurse
	______Community/retail

	________Patient
	______Managed care organization

	________Family/Caregiver
	______Long-term care facility

	________Other background

	______Other practice site


Section 2 - Patient Data (if request related to specific patient)
1. Age: ___
2. Sex:  ___M ___F
3. Weight (kg): _____
4. Height (cm): _____
5. Ethnicity: 
	___White

	___Black

	___Hispanic

	___American Indian

	___Asian

	___Foreign

	___Other (unknown)




6. List allergies/ADEs/intolerances:



7. Pertinent medical history:



8. Current problems/diagnoses:



9. Organ function:
a. Renal (ClCr):
b. Hepatic:
c. Cardiac:

10. Medication history (medication, dose, dosage forms, route of administration, frequency, duration):



11. Pertinent laboratory values, other diagnostic test information:



12. Other pertinent information:




Section 3 - Actual Question and Response

1. Drug information response:

2. Response provided to: ______________________________________________________________

3. Method response was provided:
Face-to-face_____  Phone_____  Fax_____  Email_____  Mail_____  Other_____
4. Approximate time to answer question (minutes):
___< 5  ___6-15  ___16-30  ___31-60  ___61-119  ___120-239  ___ > 240
5. Were copies of references provided to requestor?	___Yes  ___No

6. References:
List the sources and references (indicate primary or tertiary) used to formulate your response. 




A minimum of two primary references must be cited.  Note that drug information handbooks (print or electronic), PDA drug information programs, and class notes ARE NOT considered appropriate sources for the Drug Information Response.  Electronic tertiary sources such as MICROMEDEX® may be used. Referencing format for books, journals and electronic media should be as discussed in PhPr 461c (American Journal of Health-System Pharmacy or Uniformed Requirements formats).
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1.0 
Background

A Postgraduate Year One (PGY1) or Postgraduate Year Two (PGY2) Pharmacy Resident is offered a unique opportunity to be trained in a well-organized health care system, but is only given a temporary appointment at the facility.  This temporary appointment does not allow the resident full access to certain leave policies (e.g., Family and Medical Leave Act).  Nonetheless, a resident may find him/herself in a situation that requires that they request an extended period of time off.  In the event that the Residency Program Director (RPD), Chief of Pharmacy or facility Human Resources service cannot utilize established policies or procedures to adequately accommodate a resident’s request for extended leave, this policy and procedure has been established to provide guidance.

The RPD, Chief of Pharmacy, or Human Resources service is in no way obligated to exercise this policy and procedure.  This policy and procedure does not supersede, negate or otherwise nullify any standing national, regional (e.g., VISN 21) or local policy regarding leave.

2.0 Policy
In the event that a resident requests an extended period of time off and is granted leave without pay (LWOP) to accommodate this request, the resident will have their temporary appointment extended beyond one year, in the amount of time necessary to complete their training (not to exceed three months). This extended amount of time is typically the same amount of time as the LWOP granted to the resident.

3.0 Definitions
3.0.1	Extended Leave Request
A leave request will be considered an extended leave request when the time off requested is for longer than 3 working days and not exceeding 3 months without adequate leave to cover it.  Requests shorter than 3 working days that cannot be covered by accrued annual leave (AL), sick leave (SL) (if appropriate), or at the discretion of the Chief of Pharmacy, leave without pay (LWOP) are not considered significant enough to extend a residency beyond the scheduled one year appointment and will not be addressed in this policy & procedure.  If an extended absence occurs (i.e. extended family or sick leave), extension of the residency program may be necessary. The maximum length of extension is not to exceed 3 months, and the program must be completed before September 30th. Opportunity to extend the program with pay will depend on the decision of the VA regarding extending the funding.  It is recognized that a resident gains experience throughout the course of the year.  If a resident is unable to return to the residency after 3 months, the resident is unable to build upon their experience gained prior to the leave.  In this case, it is recommended that the resident voluntarily withdraw or resign from the residency. 

4.0 Procedure
Trainees such as pharmacy residents who have legitimate reasons for extended leave can be placed on Leave Without Pay (LWOP) after using their accrued annual and sick leaves.  It would be a rare occasion for a facility to grant advanced leave.  Most facilities won't agree to put trainees in the Voluntary Leave Sharing Program but it has been approved for special circumstances.  The resident who goes on LWOP may return to complete the program in a paid status for a time extension equal to the time of the LWOP.  If additional time is needed beyond the extension to meet the training objectives that will not be met because of the extended absence on annual and sick leave, any additional time will be without pay.  VA’s Office of Academic Affiliations (OAA) will only pay for the equivalent of 12 months.

4.1 Resident requests leave
The resident must submit her/his leave request to the RPD in writing.  If at all possible, the resident is encouraged to submit the request 2 months prior to requested time off.  In the event of an emergent request, the resident should submit the request to the RPD as soon as possible.  The written request should include:
· Dates requested off
· Reason for leave
· Amount of AL and SL accrued
4.2 RPD review of leave request
Upon receipt of resident’s extended leave request, the RPD has (X number of hours? Days?) to review the request for completeness.
4.2.1	RPD meets with resident to discuss request
RPD discusses request with resident, presents alternative options (e.g., use of AL, or SL) to accommodate request.  Depending on length of requested leave, RPD may need to advise resident that they will be responsible to pay their share of benefits (portion that is normally deducted from paycheck), or risk losing benefits. (Government will typically continue to pay its portion of benefits, though facility’s Fiscal department will have to be advised and a plan will have to be in place to secure this funding prior to leave being approved.)
4.2.2	RPD discusses request with Chief of Pharmacy
Based on written request and discussion with resident, RPD meets with Chief of Pharmacy to review request and potential ways to accommodate request.  If RPD and Chief of Pharmacy refuse to accommodate request, RPD will present this decision to the resident and document decision in writing.  If RPD and Chief of Pharmacy wish to determine accommodation to request using a LWOP and extending the residency, the RPD will contact the following sections to advise of situation and develop plan.
4.2.3	RPD contacts facility HR, Fiscal
4.2.4	RPD contacts VA PBM and OAA
VA PBM Contact:  Lori Golterman, Bill Jones
OAA Contact:	Linda D. Johnson, Ph.D., R.N., Director, Associated Health Education
4.3	Based on guidance, RPD develops accommodation to leave request
4.3.1	Approval of accommodation by Chief of Pharmacy
4.4	RPD reviews approved accommodation with resident
4.4.1	RPD documents resident review and acceptance of approved accommodation
4.4.2	Approved accommodation not accepted by resident
4.5	RPD notifies Chief of Pharmacy, facility HR and Fiscal, VA PBM and OAA of accepted, approved accommodation
4.5.1	Notification of OAA
If the extension goes into the next fiscal year (after September 30), the Office of Academic Affiliations (OAA) will send next fiscal year's funds to pay for the extension in the next year.  
When a resident goes on LWOP, the program director should discuss this situation with the facility fiscal people to 
(1) tell them that the person is on LWOP but will be returning so fiscal won't send all of the unused money back to OAA ; 
(2) tell them the anticipated date of return so they'll know how much, if any, of the money should be returned to OAA that won't be used in the fiscal year; and 
(3) let them know that OAA will be sending additional funds in the next fiscal year to pay for the period of extension that goes into the next fiscal year.  

The facility residency program director should let the Office of Academic Affiliations, Director of Associated Health Education know of the situation and how much funding, if any, will be needed in the next fiscal year to pay for the extension.  

4.6	Resident goes on extended leave
4.7	Resident returns from extended leave
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	Month
	Due Date
	Description

	July
	On scheduled meeting date
	Meet research staff
Research Department:
Dr. Elizabeth Hill (Associate Chief of Research)
Vondell Allred (Research Compliance Officer)
Pharmacy Department
Mostaqul Huq (Research Pharmacist)
Scott Mambourg (Residency/Clinical Coordinator)

	
	On scheduled meeting date
	Receive information on available projects
Research pharmacist, Residency director and preceptors will meet with residents as a group to describe available research projects and ideas

	
	Last Thursday of the month
	Complete CITI Training – Web based training
Complete TMS training – titled “Ethics Most Wanted”
Print 2 completion certificates, place one copy in your residency binder and give the other to the research pharmacist [research pharmacist will fax a copy to the research department for their records]

	
	
	Choose project for residency year
Email research pharmacist (Mostaqul.huq@va.gov) chosen project and project preceptor name

	August
	When posted by ASHP (date varies)
	ASHP Midyear Clinical Meeting poster submission site for students, residents and fellows opens
Become familiar with submission process and poster guidelines, as you will be submitting a poster of your planned project.  Applications are due by October 1st to ASHP. 

	
	Third Thursday of the month
	Complete draft of research proposal and present to staff at Clinical Pharmacy Practice Counsel meeting
-Bring 20 copies of your draft to the meeting for pharmacists to review
-Be prepared to talk about your project idea and proposed methods for about 5 minutes, and take notes on questions and suggestions for your final draft

	
	Last Friday of the Month
	Final draft of research proposal, with prior approval from preceptor, due to research pharmacist
Email document to research pharmacist, and cc project preceptor(s), noting that this has been approved as a final draft

	September
	Third Friday of the Month
	Arrange and execute a meeting with project preceptor(s), research pharmacist, and residency director to discuss project status as “Quality Improvement” or “Research”
Different regulatory requirements must be met based on the intent and structure of the project.  This meeting will determine which forms and approvals must be completed for the resident to proceed. 

	
	Last Friday of the Month
	ASHP Midyear Clinical Meeting poster submission due 
Follow directions at www.ASHP.org

	October
	Second Thursday of the Month
	Regulatory submissions complete – Either IRB or QI documents submitted to Research Department and/or UNR IRB 

	
	Third Monday of the Month
	DRAFT of ASHP poster due to preceptor(s) and research pharmacist for review and comment. 

	November
	First Monday of the Month
	FINAL ASHP poster due to preceptor(s) and research pharmacist for review and approval. 
Once approved you may move ahead to printing of the poster, contact Frances Gonzalez for printing information

	December
	Occurs the first or second week of the month
	Attend ASHP Midyear Clinical Meeting and Present Research Poster

	
	Final weekday of the month
	All IRB and R&D approvals or final authorized QI form (for non-research) should have been obtained at this point, copies of all approval letters are due to the research pharmacist. 

	January
	Third Monday of January
	Draft of Western States Conference Abstract due to preceptor(s) and research pharmacist for comment and review
See Western States Conference for information and regulations regarding abstract format and submission

	February
	Mid February 
	Register for Western States Conference
(check Western States Conference for absolute deadline)

	
	End of Month
	Finish data collection for project

	March
	By assigned date (see outlook calendar appointment)
	Finish draft of Western States Conference presentation and complete first presentation to preceptors and pharmacy staff
-Follow the required format as outlined on Western States Conference
-Bring 20 copies of your PowerPoint presentation to the meeting so that the attendees can write notes and give feedback
-There will be a total of THREE presentations occurring March through May to allow for comments and polishing of your presentations. Your presentation dates will be scheduled via Outlook and will be by resident number (R1, R2…etc.). 

	
	By Third Thursday of the Month
	Email draft of Western States Conference handout to research pharmacist and preceptor(s) for review and comments

	April 
	As needed
	Continue data analysis and refinement of project presentation

	
	Second Friday in April
	Submit journal choice and author guidelines for manuscript to preceptor(s) and research pharmacist via email
Start/continue work on draft of manuscript

	May
	Dates vary, check website
	Attend Western States Conference and present project

	
	Last Friday in May
	Submit 2 research project ideas for next year’s residents (usually you will see some project presentations at the Western States Conference that might be beneficial if performed here)
Submit projects via Pharmshare->Resident Project Resources-> Preceptor-> Project Ideas for new residents.  Use the project proposal form and save to the submitted project ideas folder.  

	
	
	Submit project closure documents to research department 
Note: this is only for research projects, no closure documentation is needed for non-research/QI projects

	June
	Early June – Date to be decided (watch for outlook email)
	Give Western States Conference project presentation at NVSHP (locally) meeting with Renown residents
Residency director will inform you of this date once it has been scheduled. This typically takes place during a weekday evening and is at a Renown Hospital auditorium.

	
	Second Monday in  June
	Project manuscript due to preceptor(s), residency director and research pharmacist
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VA Sierra Nevada Health Care System Research Determination



Definition of activities that may or may not constitute research (See Addendum A)

(VHA Handbook 1058.05, Oct 28, 2011)



 Project submission for non-research determination:



		Date: 

		

		



		Project Title: 

		





		Pharmacy Resident:

		

		Phone/Pager:

		



		

		

		Email:

		



		Project Preceptor:

		

		Phone/Pager:

		



		

		

		Email:

		



		Residency Director:

		

		Phone/Pager:

		



		

		

		Email:

		







		Project Summary (please provider a paragraph describing the purpose of the project)



		



		Project Procedures (please provider a paragraph describing the protocol of the project)



		









		Answering “NO” to either of the below questions constitutes RESEARCH and the project protocol must be submitted to IRB for approval



		Study Design

		Response/Comment



		Is the Operations Activity designed (and/or implemented) for internal VA purposes in support of the VA mission(s)?

(i.e. nothing added to the design other than what is needed to achieve the identified VA purpose and not also intended to develop or contribute to generalizable knowledge)

		|_|Yes |_|No



		Are the activity’s findings designed to be used by and within VA (or by entities responsible for overseeing VA)? 

(examples of QI projects:  local projects that may be extrapolated to the VA population or multi-site, geographically dispersed MUEs that may be used as tools to benchmark current prescribing practices within VA)

		|_|Yes |_|No



		Answering “YES” to any of the below questions constitutes RESEARCH and the project protocol must be submitted to IRB for approval



		Is the activity designed for the purpose of contributing to generalizable knowledge external to the VA?

		|_|Yes |_|No

If no, please provide a well-justified operations need for the design of the project:



		Is the activity designed for the purpose of expanding the knowledge base of a scientific discipline or scholarly field of study?

		|_|Yes – designed as research

|_|No – designed as a non-research operations activity



		Is the activity funded or supported as research?

		|_|Yes |_|No



		Is the activity a clinical investigation 

as defined under Food and Drug Administration (FDA) regulations?

		|_|Yes |_|No



		Does the activity include double-blind interventions?

		|_|Yes |_|No



		Does the activity include placebo controls?

		|_|Yes |_|No



		Does the activity include prospective patient-level randomization

to a clinical intervention not tailored to individual patient benefit?

		|_|Yes |_|No







		Individuals conducting non-research operations activities (as well as the relevant program office, network, or facility) particular obligation to ensure that the safety, rights, and welfare of affected patients and staff are appropriately protected.



		Patient Risks and Prevention

		Response/Comment



		Has the safety, rights and welfare of affected patients and staff been thoroughly evaluated?

		|_|Yes |_|No



		Can it be stated that NO potential risks (beyond nominal risks) have been identified? (This includes physical, psychological, social, financial, privacy, confidentiality and other reasonable foreseeable risks associated with project participation or inclusion that is often necessary to make the project generalizable). 

		|_|Yes. Please explain:





|_|No. Discuss appropriate protections to mitigate risks:









		Please describe, in the space to the right, the data being accessed and how it will be accessed 

		









This pharmacy resident project has been reviewed by the following personal and it has been determined that this Operations Activity is NOT RESEARCH. Institutional Review Board (IRB) approval is not required.  It has been acknowledged by all participants as noted below that Documentation of non-research status is (i) required prior to peer-reviewed publication, and (ii) encouraged whenever non-research status may be questioned.



NOTE:  Per VHA Handbook 1058.05 (10/28/2011), Publication or presentation outside of VA of findings from non-research operation activities or other non-research activities does not, in and of itself, constitute research.   Therefore findings from this study may be presented at the Western States Conference for Pharmacy Residents, Fellows, Preceptors and Sponsors.  However, further dissemination of this information requires additional documentation and approval which can be obtained by completing Amendment B. 



By signing the document the signer(s) affirm(s) that the information in the 
statement is the truth to the best of their knowledge at this time. 



		Pharmacy Resident:    

		(Typed name)     

		Signature:

		

		Date:

		__/__/__



		Pharmacy Preceptor:    

		(Typed name)     

		Signature:

		

		Date:

		__/__/__



		Pharmacy Residency Director:

		(Typed name)     

		Signature:

		

		Date:

		__/__/__



		IRB Designee:

		(Typed name)     

		Signature:

		(Via IRB approval letter)

		Date:

		__/__/__



		ACOS Research:    

		(Typed name)     

		Signature:

		

		Date:

		__/__/__



		Chief of Staff:    

		(Typed name)     

		Signature:

		

		Date:

		__/__/__



		

Relevant Program Office, Network, or Facility Director (or designee): 



		Title:

		

		(Typed name)     

		Signature:

		

		Date:

		__/__/__

































For continued approval of this project as a non-research operation, the project/operation cannot be modified in a way in which it will then constitute research. This can be determined by assessment of the questions below: 





		Study Design

		Justification/Explanation



		Has the activity AS DESCRIBED AND APPROVED ABOVE been supplemented or modified before, during, or after implementation in order to produce information to expand the knowledge base of a scientific discipline or scholarly field of study or otherwise contribute to generalizable knowledge?

		|_|Yes |_|No



		Has the purpose of the activity changed so that it is now designed or intended to expand the knowledge base of a scientific discipline or scholarly field of study or otherwise contribute to generalizable knowledge?

		|_|Yes |_|No



		Answering “YES” to any of the above questions constitutes RESEARCH 

and the project protocol must be submitted to IRB for approval





As above, if at any time the project changes in such a way that these questions are affirmed, then it will be formally re-submitted for review as per facility policies and procedures. 



By signing the document the signer(s) affirm(s) that the information in the statement is the truth to the best of their knowledge at this time. 

		Pharmacy Resident:    

		(Typed name)     

		Signature:

		

		Date:

		__/__/__



		Pharmacy Preceptor:    

		(Typed name)     

		Signature:

		

		Date:

		__/__/__



		Pharmacy Residency Director:

		(Typed name)     

		Signature:

		

		Date:

		__/__/__



		IRB Designee:

		(Typed name)     

		Signature:

		(Via IRB approval letter)

		Date:

		__/__/__



		ACOS Research:    

		(Typed name)     

		Signature:

		

		Date:

		__/__/__



		Chief of Staff:    

		(Typed name)     

		Signature:

		

		Date:

		__/__/__



		

Relevant Program Office, Network, or Facility Director (or designee): 



		Title:

		

		(Typed name)     

		Signature:

		

		Date:

		__/__/__







Addendum A

Definition of activities that may or may not constitute research

(VHA Handbook 1058.05)



Operations Activities:  Operations activities are certain administrative, financial, legal, quality assurance, quality improvement, and public health endeavors that are necessary to support VHA’s missions of delivering health care to the Nation’s Veterans, conducting research and development, performing medical education, and contributing to national emergency response.  Operations activities may or may not constitute research.



Non-research Operations Activities:  Activities that are not designed to produce information that expands the knowledge base of a scientific discipline (or other scholarly field) do not constitute research when it is designed and implemented for internal VA purposes. Thus, quality assessment and quality improvement activities including routine data collection and analyses associated with VA activities such as case management and care coordination, policy and guideline development, benchmarking activities and medication use evaluations do not typically constitute research in and of themselves. 



Operations Activities Constituting Research: An operations activity may or may not constitute research depending on whether the activity is designed to produce information to expand the knowledge base of a scientific discipline (or other scholarly field of study).   The activity is designed to contribute to generalizable knowledge if the conceptualization, plan or implementation of the activity is supplemented or modified in order to produce information that expands the knowledge base of a scientific discipline (or other scholarly field of study).   For example, if an operations activity is designed to include collecting “extra” data or performing “extra” analyses not needed for internal operations purposes in order to produce information that expands the knowledge base of a scientific discipline (or other scholarly field of study), then the activity constitutes research.



Research:  Research is a systematic investigation (including research development, testing, and evaluation) designed to develop or contribute to generalizable knowledge. Thus, for purposes of this Handbook, and in accordance with the definition of generalizable knowledge, research may be defined as a systematic investigation designed to produce information to expand the knowledge base of a scientific discipline (or other scholarly field of study). NOTE: Research typically involves the testing of concepts by the scientific method of formulating a hypothesis or research question, systematically collecting and recording relevant data, and interpreting the results in terms of the hypothesis or question to expand the knowledge base of a field of study.



Generalizable :  For purposes of this Handbook, generalizable knowledge is information that expands the knowledge base of a scientific discipline or other scholarly field of study.  Systematic investigations designed to develop or contribute to generalizable knowledge constitute research. Thus, systematic investigations designed to produce information to expand the knowledge base of a scientific discipline or other scholarly field of study constitute research.



Systematic Evaluation:  A systematic investigation is an activity that is planned in advance and that uses data collection and analysis to answer a question. Although research must include systematic investigation, non-research operations activities also include systematic investigation to ensure reliable outcomes. Systematic investigation does not, in and of itself, define research. NOTE: Examples of systematic investigations that may or may not constitute research, include (but are not limited to) activities involving questionnaires or surveys; observations; focus groups; interviews; analyses of existing data; analyses of biological specimens; medical chart reviews; epidemiologic reviews or analyses; program evaluations; and quality assessment, quality improvement, and quality management.




Addendum B:



VASNHCS

Documentation of Non-Research Activities



Title of Proposed Publication:



Author Attestation

As an author of the publication referenced above (copy attached), I attest that the findings reported in the publication were not derived, in whole or in part, from activities constituting research as described in VHA Handbook 1058.05. (Provide the following for each VA author.)



Lead Author Signature:	Date:

Lead Author Name:						VA Duty Station:





Co-Author Signature:					Date:

Co-Author Name:						VA Duty Station: 





Co-Author Signature:					Date:

Co-Author Name:						VA Duty Station: 





Co-Author Signature:					Date:

Co-Author Name:						VA Duty Station



 

Attestation of Designated Program Office or Facility Official

As the designated representation of the VHA Program Office or Facility listed below, I have reviewed the activities reported in the publication and attest that these activities did not constitute research as described in VHA Handbook 1058.05.



Signature of Designated Official					Date:

Name:

Title:

Program Office or Facility:	



Note: Each VA author and coauthor must retain a copy of the documentation for a minimum of 5 years after publication and in accordance with any applicable records retention schedules. 



 Reference: VHA Operation Activities That May Constitute Research, VHA Handbook 1058.05, October 28,2011				                Page 3 of 6
	   11.02.2011 ORO example of documentation of research non-research activities
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HIPAA_Waiver_Authorization_8_5_11.docx
HIPAA IRB WAIVER OF AUTHORIZATION



Investigators:  Chandra Steenhoek, Pharm.D., Jannet Carmichael Pharm.D., BCPS, Joy Meier, Pharm.D., BCACP, Joanne LaFleur, Pharm.D., MSPH, Arthur Swislocki, MD, Scott Mambourg, Pharm.D., BCPS



Title of Study:  Fracture risk assessment tool comparison in male veterans



IRB Protocol #:  2013B028



HIPAA regulations allow IRBs to waive use of an authorization form if all of the criteria listed below are met.



1. The use or disclosure of Protected Health Information (PHI) involves no more than a minimal risk to the privacy of individuals. Please explain why. Include a detailed list of the PHI to be collected and a list of the source(s) of the PHI. 



This project involves no more than minimal risk because it utilizes only information already collected as a routine part of the medical exam and stored in the VA System of Health Records which is maintained on special servers.  The PI and co-investigator team members will have access to medical records on these servers for viewing purposes only.  No additional information or procedures will be requested from patients.  Data extracted from the VA System of Records will not contain PHI or PII (i.e., no personal identifying information will be extracted from the veteran's medical records).  None of the research data (i.e., extracted health information) can be linked back to a specific veteran.  The data extracted from the system will be relational to the elements (listed above) on the two tools, and identified as pre- or post-fracture status.  The only risk is a breach of patient privacy or confidentiality of data.  





2. Describe the plan to protect identifiers, which indicates where PHI will be stored and the entities that will have access (Investigators must list all of the entities that might have access to the study’s PHI such as UNR IRB, UNSOM, sponsors, FDA, data safety monitoring boards and any others given authority by law):



Patient information will be kept behind the secured VA firewall at all times.  Server access is logged to a file that is under the control the VA Office of Information and Technology, leaving permanent records for record access.  The VA System of Health Records is maintained on special servers that adhere to VA privacy policies and procedures.   Data extracted from the VA System of Records will not contain PHI or PII (i.e., no personal identifying information will be extracted from the veteran's medical records).  None of the research data (i.e., extracted health information) can be linked back to a specific veteran.  The research data will be kept on a secure, password protected computer in the VISN 21 Pharmacy Office.  This computer will be contained behind a locked door when researchers are not in attendance.  





3. Maintenance of identifiers.



a. All identifiers collected during the study will be destroyed at the earliest opportunity consistent with the conduct of research, which is:



Describe the procedure used to destroy all identifiers collected during the study. 



b. OR, The identifiers collected during the study will not be destroyed because:



Patient identifiers will not be collected for use during the course of this research.  Data extracted from the VA System of Records will not contain PHI or PII (i.e., no personal identifying information will be extracted from the veteran's medical records).  None of the research data (i.e., extracted health information) can be linked back to a specific veteran.  The data extracted from the system will be relational to the elements on the two tools, and identified as pre- or post-fracture status.  Data used as part of the study to evaluate risk scoring methods will be destroyed immediately following analysis.  Data utilized from the dashboard and reporting tools will persist in the VISN 21 data mart.  This information is stored in the data mart as part of the VA record keeping system.



4. The research could not practicably be conducted without the waiver because:



Research could not practicably be conducted without the waiver as this project is attempting to improve the quality and standard of care with regards to osteoporosis.  It is not practicable to obtain consent from approximately 400,000 veterans in the population to be screened using only information already collected as a routine part of the medical exam and stored in the VISN 21 data warehouse.



5. The research could not practicably be conducted without access to and use of the PHI because: 



Research could not practicably be conducted without the access to PHI because it would be impossible to identify which patients are at risk for osteoporosis related fracture without prior access to their health information.



6. The HIPAA regulation requires reasonable efforts to limit protected health information to the minimum necessary to accomplish the intended purpose of the use, disclosure or request. Please note that researchers are also accountable for any PHI released under a waiver.  Explain why PHI obtained for this study is/are the minimum information needed to meet the research objectives.



This project involves no more than minimal risk because this is a process improvement project to improve the quality and standard practice of care for identifying male patients at risk for fracture.  Only the minimum information necessary to calculate an osteoporosis risk score, as it applies to the two tools being evaluated, will be collected for analysis during this study.  All extracted information is data that is collected as a routine part of the medical exam.



My signature below indicates that the information listed in the waiver application is accurate and all research staff engaged in the research will comply with the HIPAA regulations and the waiver criteria.



I assure that the information I obtain as part of this research (including protected health information) will not be reused or disclosed to any other person or entity other than those listed on this form, except as required by law. If at any time I want to reuse this information for other purposes or disclose the information to other individuals or entity I will seek approval by the IRB.





_______________________________________	___________________

Signature of Principal Investigator				Date



__Chandra L. Steenhoek, Pharm.D.__________

Printed Name of Principal Investigator
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Protocol Application for the Involvement of Human Subjects in Research



Version Date: March 8, 2013                                                                                                    UNR Protocol #:  2013B028

(Version Date required; may not be handwritten)



SECTION I: General Information

1.	Submission Type [Submit two complete copies]

|_|	Full Board (The research poses greater than minimal risk to the subjects and does not meet the criteria for one or more expedited review categories.)

|_|	Expedited Review (See IRB Guidance “II2 GD1 Criteria for Review by Expedited Procedures.”)

2.	Research Type 

|_|	Biomedical		|_|	Social Behavioral



[bookmark: Text39]3.	Study Title: Fracture risk assessment tool comparison in male veterans



4.	Abstract: In 250 words or less, provide a brief abstract of the proposed research in language that can be understood by a non-scientist. Summarize the background, study purpose, study method and procedures, and the anticipated research findings. 

BACKGROUND:

Male fracture risk estimation is problematic due to poor discrimination of some available tools.  Using electronic medical records 

(EMR) to passively collect fracture risk factor data, a Department of Veterans Affairs (VA) tool was developed with good 

discrimination in men.  Other researchers have shown that FRAX has poor discrimination in men.  



PURPOSE:  

To estimate the odds of being classified as high risk in patients with fracture  compared to non-fracture controls as 

defined by the VA absolute risk assessment (VA-ARA) and  FRAX ARA tools, and to compare sensitivity and specificity 

between the  VA-ARA and  FRAX for identifying fracture.



METHODOLOGY:  

An osteoporosis clinical informatics tool will be used to identify cases defined as male veterans >= 50-years old with a

documented fragility fracture who were treated within the VA Sierra Pacific Network (VISN21).  

Fractures of the hip/spine/forearm/proximal humerus will be identified using ICD-9 codes.  Controls will be  

matched to cases based on age and most recent outpatient encounter date.  An index date will be defined as the date of fracture 

event in cases and the same date in the matched control.  Patients will be classified as “high” or “low” risk according to their 

calculated score using each tool.  Data will be analyzed separately.  Differences in sensitivity and specificity will be compared 

using a two-tailed test of proportions pre- and post-fracture.



ANTICIPATED FINDINGS:

We anticipate that the VA-ARA tool will perform better than FRAX in terms sensitivity and specificity improving identification 

and treatment of males at high fracture risk.



5.	Type of Study

(Check all that apply)

|_|	Faculty Research

|_|	VA Research

|_|	Student Research

|_|	Undergraduate Honors Thesis

|_|	Comprehensive Project

|_|	Thesis (Must be approved by the Student Investigator’s thesis committee prior to submission)

|_|	Dissertation (Must be approved by the Student Investigator’s dissertation committee prior to submission)

|_|	Other → specify:      

|_|	Other → specify:       

6.	Principal Investigator (Only one investigator may serve as the PI.)

Note:  Students may be PI only on applications for exempt research.

		Name and Degree(s):

		Chandra L. Steenhoek, Pharm.D.



		Mailing Address:

		975 Kirman Avenue, Reno, NV 89502



		Department:

		Pharmacy (VISN 21)



		Email:

		Chandra.Steenhoek@va.gov

		Phone: 775-326-5727

		Fax: 775-326-5719







7.	Student Investigator

(Complete only for student-initiated research; students working on faculty-initiated research should be listed in item 9 below. All student research must have a faculty member as the Principal Investigator.)

		Name and Degree(s):

		     



		Mailing Address:

		     



		Department:

		     



		Email:

		     

		Phone:      

		Fax:      







8.	Contact Person

(You may identify an investigator, student, or staff member to serve as the primary point of contact for all correspondence.)

|_|	Check here if same as Student Investigator



		Name and Degree(s)

		Chandra Steenhoek, Pharm.D.



		Mailing Address:

		975 Kirman Avenue, Reno, NV 89502



		Department:

		Pharmacy (VISN 21)



		Email:

		Chandra.Steenhoek@va.gov

		Phone: 775-326-5727

		Fax: 775-326-5719







9.	Study Personnel and Roles

List all research personnel associated with this project.  Attach training documentation for personnel with training other than UNR or VA.

		Name and Degrees(s)

		Title on Project

Principal Investigator = PI (only one person may serve as PI); Co-Investigator = Co-I; Research Team Member = RTM

		Training Verification

Check one:

		Actual Role on Project

Specify the responsibilities of each individual listed, e.g. study coordination; obtain consent: recruitment; assessments; data collection; data analysis; etc.



		

		

		UNR

		VA

		Other

(attach)

		



		John Researcher, Ph.D.

		PI

		|_|

		|_|

		|_|

		e.g. Responsible for obtaining consent; data collection



		Chandra Steenhoek, Pharm.D.   

		PI

		|_|

		|_|

		|_|

		Study coordination, data collection, data analysis     



		Jan Carmichael, Pharm.D     

		|_| Co-I

		|_| RTM

		|_|

		|_|

		|_|

		Data analysis, clinical advisor     



		Joy Meier, Pharm.D., PA     

		|_| Co-I

		|_| RTM

		|_|

		|_|

		|_|

		Consultant - Data analysis, clinical advisor     



		Joanne LaFleur, Pharm.D     

		|_| Co-I

		|_| RTM

		|_|

		|_|

		|_|

		Consultant - Data analysis, clinical advisor      



		Arthur Swislocki, MD    

		|_| Co-I

		|_| RTM

		|_|

		|_|

		|_|

		Consultant - Data analysis, clinical advisor      



		Scott Mambourg, Pharm.D.     

		|_| Co-I

		|_| RTM

		|_|

		|_|

		|_|

		Data analysis, clinical advisor      



		  

		|_| Co-I

		|_| RTM

		|_|

		|_|

		|_|

		    



		  

		|_| Co-I

		|_| RTM

		|_|

		|_|

		|_|

		     



		     

		|_| Co-I

		|_| RTM

		|_|

		|_|

		|_|

		     



		     

		|_| Co-I

		|_| RTM

		|_|

		|_|

		|_|

		     



		     

		|_| Co-I

		|_| RTM

		|_|

		|_|

		|_|

		     







10.	Research Responsibilities

The Principal Investigator will ensure that all study personnel are adequately informed about the protocol and their research-related duties with:



		|_|	Routine Meetings

		|_|	Regular Communication

(e.g. email, phone conferences, etc.)

		|_|	Other training for research staff, specify:      







11.	Performance and Recruitment Sites

11.a.	Study Locations (Check all that apply) (NOTE: Permission letters are required from all non-UNR sites)

|_|	UNR Campus (“Campus” includes main campus, UNSOM, UNCE, Warren Nelson Building, Redfield Campus, CASAT, Sanford Center for Aging)

		|_|	Classroom

		

		|_|	Clinic

		



		|_|	Lab

		

		|_|	Other→

		specify:      





	Affiliates:

|_|	VA Sierra Nevada Health Care System (VASNHCS). Required:  Attach review from VASNHCS Protocol Review Subcommittee.

|_|	Desert Research Institute (DRI)

|_|	Truckee Meadows Community College (TMCC). 

|_|	Whittemore Peterson Institute (WPI)



Affiliates with reciprocal IRB agreements (contact the OHRP at (775) 327-2368 about IRB requirements): 

|_|	University of Nevada, Las Vegas (UNLV).  

|_|	Renown Regional Medical Center.  

|_|	St. Mary’s Regional Medical Center (a member of Catholic Healthcare West)



Non-Affiliates:

|_|	Off campus, non-affiliated performance site named here:      

|_|	Washoe County School District. Required: Letter of permission to use WCSD site.

|_|	Web-based research



11.b.	Describe how the facility or site in which the research will be conducted is appropriate for the project and protects 

the participants’ privacy.

Research will be conducted using electronic health information stored in the Veterans Integrated Service Network (VISN) 21 data warehouse.  The VA is an appropriate site for this research because it is one of the few health systems with an expansive warehouse of patient information.  Patient information security is ensured through data storage in the VA System of Heath records on a special server that adheres to VA privacy policies and procedures.  Privacy of patient information will be ensured during data collection because this information is stored in a de-identified manner according to HIPPA standards.  



11.c.	|_|  This study has been/will be reviewed by another IRB.  

Name of collaborating institution:       

Name and contact information for the other IRB(s):       

Describe the procedures for dissemination of protocol information (IRB initial and continuing approvals, relevant reports of unanticipated problems, protocol modifications, and interim reports) between all participating organizations:      



Attach a copy of the IRB decision and approved consent documents.



SECTION II: Funding

[bookmark: Check20]12.	Funding Status

|_|	This project is funded. (NOTE:  Attach a complete copy of the Grant(s)/Contract(s) supporting this project in whole or in part.) 

		Funding Source

		Name of Department, Agency, Sponsor, or Source



		|_|  Federal

		     



		|_|  State of Nevada

		     



		|_|  Local Government

		     



		|_|  Industry For-Profit

		     



		|_|  Private / Non-Profit

		     



		|_|  Internal (UNR/UNSOM)

		     



		|_|  Personal Funds

		     



		|_|  Other

		     







		Principal Investigator of Grant/Contract:

		     



		Grant/Contract Title:

		     



		Grant Number:

		     



		Grant/Contract Status (e.g., pending, awarded): 

		     







13.	Conflict of Interest

For externally funded studies:

|_|	The PI or co-investigator(s), or their families, or any other member of the research team, or their families, has a Significant Financial Interest (SFI), defined as a value that exceeds $5,000, related to the proposed research.



Please provide the following information for all investigators and members of the research team with a significant financial interest (SFI).



		Name

		Has a SFI Disclosure Form been submitted to the Office of Sponsored Projects?

		Does the Office of Human Research Protection have a copy of the Management Plan?



		     

			|_|   Yes	|_|   No

			|_|   Yes	|_|   No



		     

			|_|   Yes	|_|   No

			|_|   Yes	|_|   No



		     

			|_|   Yes	|_|   No

			|_|   Yes	|_|   No



		     

			|_|   Yes	|_|   No

			|_|   Yes	|_|   No



		     

			|_|   Yes	|_|   No

			|_|   Yes	|_|   No



		     

			|_|   Yes	|_|   No

			|_|   Yes	|_|   No







Attach a copy of the SFI Management Plan for each individual listed above.





SECTION III: Subjects



[bookmark: Text36]14.	Total enrollment:   ~400,000 patients will be screened for enrollment

15.	Subject Population(s) targeted for this study:

Check all that apply:

|_|	Adult Volunteers (18 years of age or older)

|_|	Children (Describe procedures for obtaining parental permission and child or youth assent in Section V Informed Consent as applicable. See IRB Policy II4A-D and related procedures for details about informed consent requirements for research with children.)

[bookmark: Check17]|_|	Prisoners (Verify the additional requirements listed below are met and identify the applicable category for research with prisoners in Section V, item 28 study purpose. See IRB Policy II4A-C and related procedures for details about research with prisoners.)

[bookmark: Check31]|_|	Any possible advantages accruing to the prisoner through his or her participation in the research are not of such a magnitude as to impair his or her ability to weigh the risks of the research against the value of such advantages in the prison environment.

|_|	The risks involved in the research are commensurate with risks that would be accepted by non-prisoner volunteers.

|_|	Procedures for the selection of subjects within the prison are fair to all prisoners and immune from arbitrary intervention by prison authorities or prisoners and control subjects will be selected randomly from the group of available prisoners who meet the characteristics needed for the research project.

|_|	The information will be presented in language which is understandable to the subject population.

|_|	Parole boards will not take into account a prisoner's participation in the research in making decisions regarding parole, and each prisoner is clearly informed in advance that participation in the research will have no effect on his or her parole.

Assess the need for or adequacy of provisions related to follow-up examination or care after the end of prisoner-subjects’ research participation.

[bookmark: Check32]|_|	No need for follow-up examination or care is anticipated.

|_|	Adequate provision has been made for follow-up examination or care and for informing participants of the need and provisions for follow-up care.

|_|	Pregnant Women, Fetuses, or Neonates (Verify the requirements listed below are met and complete Section V Informed Consent to address the additional consent requirements. See IRB Policy II4A-C and related procedures for details about research with pregnant women.)

|_|	Preclinical studies, including those on pregnant animals and nonpregnant women have been conducted and the results were used to assess the risks and benefits of this research.

|_|	This research does not pose greater than minimal risk to the fetus; or the research poses greater than minimal risk to the fetus but it has the potential to directly benefit the woman or the fetus.

|_|	Any risks to the woman or fetus are the least possible for achieving the research objectives.

|_|	No inducements, monetary or otherwise, will be offered to terminate a pregnancy.

|_|	Individuals engaged in the research will have no part in any decisions as to the timing, method, or procedures used to terminate a pregnancy.

|_|	Individuals engaged in the research will have no part in determining the viability of a neonate.

|_|	Adults with Impaired Decision-Making Capacity (Verify the requirement listed below has been met and in Section V Informed Consent describe procedures for assessing capacity to consent and obtaining assent. See IRB Policy II4A-C and related procedures for details about research with adults with impaired decision-making capacity.)

|_|	The goal of this research study is to study treatment designed to directly benefit the individual, or to develop of important generalizable knowledge regarding the disease or condition of the targeted population.

|_|	UNR Students; if adults, also check Adult Volunteers above; if any will be under 18 years of age, also check Children above. (See IRB Policy II4A and related procedures for research involving students.)

|_|	Employees of the investigators or any other members of the research team (See IRB Policy II4A for research involving employees.)

|_|	Economically or Educationally Disadvantaged (See IRB Policy II4A-F for research involving economically or educationally disadvantaged individuals.)

|_|	Persons whose First Language is not English (For information about informed consent for research that may involve individuals who do not speak English, see IRB guidance II3F GD1 and GD2.)

|_|	Other → specify: Male veterans (age 50 years and older) with a documented history of fracture  and information available in the VISN 21 data warehouse.



16.	Inclusion/Exclusion Criteria

List the inclusion and exclusion criteria. Justify all exclusions based on gender (women of childbearing potential), age, or race.

16.a.  What characteristics (inclusion criteria) must subjects have to be in this study?  Specify for each subject group, if more than one group will be involved.

Subjects must be patients within VISN 21 and have information that can be obtained from the VISN 21data warehoueses.  Additionally, subjects must be males, age 50 years or older, with a documented history of non-traumatic fracture of the hip, spine, forearm, or proximal humerus.  These sujects will serve as our study cases,  A control group will be identified as male patients without fracture who had encounters within VISN 21 and matched to cases on (1) age (within 1 year) and (2) most recent outpatient encounter date (within 1 month).  



16.b.  What characteristics (exclusion criteria) will exclude subjects from this study?  Specify for each subject group, if more than one group will be involved.

Subjects will be excluded if they meet one or more of the following:

- Female gender

- Less than 50 years of age

- Fracture resulted from a traumatic event (e.g., car accident)

- Subject does not receive healthcare from within VISN 21



17.	Potential for Undue Influence of Subjects

17.a.	|_|	One or more of the listed investigators have relationships with potential subjects that could be construed as a conflict of interest or have the potential to pose undue influence.  (Examples: a physician recruiting his/her patients, a professor recruiting his/her students, an employer recruiting his/her employees, and a therapist recruiting his/her own clients as research subjects.)



Describe the relationship(s) and the safeguards that will be in place to minimize the possibility of conflict of interest and undue influence in recruiting subjects and conducting the proposed research.       



17.b.	If subjects with Low Literacy/Educationally Disadvantaged will be targeted for this research, please describe the procedures to be used to minimize undue influence in a separate paragraph:       



SECTION IV: Recruitment



18. Recruitment Procedures:

Investigators must keep in mind that contact with prospective subjects should not significantly intrude upon their privacy.

18.a. Indicate who will recruit subjects.

		|_| PI

		|_| Research Team Member(s)



		|_| Co-I(s)

		|_| Other → specify:      







18.b. Describe in detail where, when, and how recruitment will take place (i.e. under what circumstances): N/A.  Patients will not actively be recruited.  The entire VISN 21 male veteran population aged 50 years and older will be screened for fracture risk using data already collected as a routine part of medical care and stored in the VISN 21 data mart.



18.c. Specify which recruitment materials/invitations will be used and attach copies of all recruitment materials.

		|_| Flyers

		|_|  SONA post



		|_| Letters

		|_|  Social media (e.g Facebook)



		|_| Script

		|_|  List Serve(s)



		|_| Emails - sent:

		|_|  Advertisements in mass media



		            |_| “bcc”    or 

            |_| single recipient

		|_|  Other → specify:      









SECTION V: Informed Consent

It is important to remember that informed consent is a process that begins with the initial contact / recruitment and continues throughout the study; informed consent is not simply the act of signing a consent form.



Please check all consent options below that apply to any or all subject populations and complete the relevant items for each:

|_|	Signed Consent (Permission) = Written signed consent / parental permission will be obtained from subjects / parents(s) / legally authorized representative. Complete #19 and #23.



|_|	Waiver of Signed Consent = Subjects / parents(s) / legally authorized representative are/is not required to sign a consent form.  Subjects / parents(s) / legally authorized representative will give oral consent or permission, or investigator(s) may provide subjects / parents(s) / legally authorized representative with a written statement regarding the research, e.g., an information sheet, detailed invitation letter, introductory statement for online survey. Complete #19, #21 and #23.



|_|	Waiver or Alteration of the Consent Process = Informed consent will not be obtained from subjects / parents(s) / legally authorized representative, i.e., subjects will not know that they are (their child/ ward is) participating in a research study, or that private information about them is being used in a research study. [NOTE: Waiver of the consent process is not approvable for FDA-regulated research.]  Complete # 20, #22, and #23.



19.	Consent Process

19.a. Indicate who will obtain informed consent/parental permission/assent from subjects/parent(s)/legally authorized representative.

		|_| PI

		|_| Research Team Member(s)



		|_| Co-I(s)

		|_| Other → specify:      







19.b. Specify the language to be used by those obtaining consent/permission/assent.



		19.b.i.

		|_|  English

		|_|  Spanish

		|_|  Other → specify:      



		

		

		



		19.b.ii.

		Describe how and by whom the translation was prepared for recruitment and consent documents that been prepared in a language other than English.  Please provide a “back translated” copy of the documents or verification of certification of the translation.      







19.c. Explain when and where informed consent / parental permission / assent will be obtained from subjects/ parent(s) / legally authorized representative (e.g., clinic visit, via mail, public event, classroom).      



19.d. Specify how long subjects / parent(s) / legally authorized representative(s) will have to consider participation.      



19.e. Describe the steps that will be taken to ensure that consent is obtained in a level of language that subjects / parent(s) / legally authorized representative will easily understand. (Specify reading level).  



20. Incomplete Disclosure/Deception

|_| The study design includes the use of incomplete disclosure/deception or both. Attach a copy of the debriefing statement.

Describe how incomplete disclosure will be used, the rationale for using it, and how the subjects will be debriefed. NOTE: In all cases of research involving incomplete disclosure, such research is justified only if it is clear that (1) incomplete disclosure is truly necessary to accomplish the goals of the research, (2) there are no undisclosed risks to subjects that are more than minimal, and (3) there is an adequate plan for debriefing subjects and, when appropriate, for dissemination of research results to them [ref. Belmont Report, Part C.1.]

     



21. Waiver of Signed Consent 

Please review the categories below to determine if this study or a portion of the study is eligible for a waiver of consent.  Either Category 1 OR Category 2 must be true (select only one).

|_|  Category 1

The only record linking the subject and the research would be the consent document and the principal risk would be potential harm resulting from a breach of confidentiality. Each subject will be asked whether the subject wants documentation linking the subject with the research, and the subject's wishes will govern.

Explain how this research meets Category 1 based on protocol specifics:      



OR



|_|  Category 2

The research presents no more than minimal risk of harm to subjects and involves no procedures for which written consent is normally required outside of the research context.

Explain how this research meets Category 2 based on protocol specifics:     

Attach information sheet or script, if applicable.



22. Waiver or Alteration of Consent (Consent will not be obtained, or one or more required elements of consent will not be included in the consent process. 



All must apply: 

|_| The study does not pose more than minimal risk to subjects.

	  Explain based on protocol specifics: Only information already collected as a routine part of the medical exam and stored in the VISN 21 data warehouse will be utilized.  No additional information or procedures will be requested from patients.  



|_|  The waiver will not adversely affect subjects’ rights and welfare.

	  Explain based on protocol specifics: The only risk is a breach of patient privacy or confidentiality of data.  The VA System of Health Records is maintained on special servers that adhere to VA privacy policies and procedures.   The PI and co-investigators will have access to medical records on these servers for viewing purposed only.  Data extracted from the VA System of Records will not contain PHI or PII (i.e., no personal identifying information will be extracted from the veteran's medical records).  None of the research data (i.e., extracted health information) can be linked back to a specific veteran.  Data extracted from the system for this research will be relational to the elements listed on the two tools, and identified as pre- or post-fracture status.  The research data will be kept on a secure, password protected computer in the VISN 21 Pharmacy Office.  This computer will be contained behind a locked foor when researchers are not in attendance.  



|_| The research is not feasible without the waiver.

	  Explain based on protocol specifics: A large unbiased cohort is necessary to test the study hypothesis. It is not practicable to obtain consent from 400,000 veterans in the populations to be screened using only information already collected as a routine part of the medical exam and stored in the VISN 21 data warehouse.  Requiring an informed consent document to be signed would result in a much smaller cohort therein diluting the value of the research conclusions.  The research is minimal risk to the subjects and presents no procedure that in clinical environment would require an informed consent document. A signed informed consent document would increase the risk for a link to the subject's identity to the conduct of the research.



Whenever appropriate, explain how the subjects will be given additional pertinent information about the study after their participation:

|_|  Appropriate → explain:       

|_|  Not appropriate → explain:       

|_|  Records, review, not appropriate.



23. HIPAA Authorization

|_|	This research is being conducted at a covered entity at the University or VASNHCS. Covered entities are defined in the HIPAA rules as (1) health plans, (2) health care clearinghouses, and (3) health care providers who electronically transmit any health information in connection with transactions for which HHS has adopted standards.



|_|	This research involves the creation, use or disclosure of protected health information. The Privacy Rule defines protected health information  (PHI) as individually identifiable health information, held or maintained by a covered entity or its business associates acting for the covered entity, that is transmitted or maintained in any form or medium (including the individually identifiable health information of non-U.S. citizens).



If both statements above apply to this study, you are required to obtain separate authorization under the HIPAA Privacy Rule.  Form templates and instructions are available on the UNR OHRP website (www.unr.edu/ohrp).  For more information, go to the HIPAA Privacy Rule, Information for Researchers at the National Institutes of Health website (http://privacyruleandresearch.nih.gov/).



Please select the type of research subject authorization being requested:

|_|	HIPAA authorization. Attach the HIPAA Authorization form.

|_|	HIPAA waiver of authorization (Note: A waiver of consent must also be requested.)  Attach the HIPAA Waiver of Authorization form.





SECTION VI : Drugs, Devices, Genetic Testing, Radiation and Biological Samples

24. Check whether or not the research involves drugs, devices, genetic testing, radiation or biological samples and provide the requested information.



24.a. |_|	The proposed research involves drugs. (Complete for all drugs used for the research).

[bookmark: Check33]|_|	The drug is FDA-approved and is being used for the indicated use, population, and dosage and does not require an IND.

[bookmark: Text41]	Drug name and dosage:      

Explain why the drug being used for this proposed research does not require an investigational drug application.:     

Attach documentation from FDA, sponsor, or manufacturer indicating FDA approval and approved use.



|_|	The drug is FDA-approved but is being used for an investigational purpose (i.e., non-approved or non-indicated) or is not an FDA-approved drug.

Drug name and dosage:      

	IND number:        

	Attach documentation from the FDA or sponsor verifying IND number.



24.b. |_|	The proposed research involves devices. (Complete for all devices used for the research.)

|_|	The device is FDA-approved and is being used for the indicated use and is NOT being used to test safety or efficacy, or to collect information for future application for marketing for commercial use of the device.

	Device name and manufacturer:      

Explain how the research using this device is in keeping with the device’s approved indications:      

Attach documentation from FDA, sponsor, or manufacturer indicating FDA approval and approved use.



|_|	The device is an investigational device or is FDA-approved but is being used to test safety or efficacy, or to collect information for future application for marketing for commercial use of the device AND has an IDE. 

Device name and manufacturer:      

	Specify IDE:      

	Attach documentation from the FDA or sponsor verifying the IDE.



|_|	The device is an investigational device that is exempt from requirements for IDE. 

Device name and manufacturer:      

Indicate why this device is exempt from requirements for IDE (check one) and attach documentation from the FDA, sponsor, or manufacturer to support exempt device status.

|_|	The device is not a transitional device, has been in commercial distribution before May 28, 1976 and is being use or investigated in accordance with the labeling in effect at that time.

|_|	The device is not a transitional device, was introduced into commercial distribution on or after May 28, 1976, was determined by the FDA to be substantially equivalent to a device in commercial distribution before May 28, 1976, and is being used or investigated in accordance with the labeling FDA reviewed under subpart E of part 807.

|_|	A diagnostic device is noninvasive, does not require an invasive sampling procedure that presents significant risk, does not introduce energy into a subject, and is not used as a diagnostic procedure without confirmation of the diagnosis by another medically established diagnostic product or procedure.

|_|	The device is undergoing testing for consumer preference or for a combination of two or more devices in commercial distribution and the testing is not for assessing safety or efficacy and does not put subjects at risk.

|_|	The device is intended solely for veterinary use.

|_|	The device is shipped solely for research on or with laboratory animal and is labeled in accordance with 812.5. The device is defined as a custom device in accord with 812.3(b) and is not being used to determine safety or efficacy for commercial distribution.



|_|	The device is an investigational, non-significant risk device that meets requirements for abbreviated IDE.

Device name and manufacturer:      

Requirements for abbreviated IDE (All of the following must be true):

|_|	The device is not banned.

|_|	The labeling states the device is investigational and does not provide false or misleading statements about safety or effectiveness of the device.

|_|	Investigator will obtain IRB approval after presenting the IRB with information about why the device is a non-significant risk device (NSR). (Note: Provide documentation from FDA, sponsor or manufacturer of NSR status or complete the NSR assessment section below.)

|_|	Informed consent will be obtained from every subject and documented as required unless a waiver of documentation of consent is approve by the IRB.

|_|	The investigation will be monitored as required for compliance, adverse device effects, termination of the research and resumption of terminated studies.

|_|	Requirements will be met for maintaining records and making reports related to noncompliance, adverse effects, termination of the research, and resumption of terminated studies.

|_|	Prohibitions against promotion and test-marketing without FDA approval will be met.

|_|	Charges to subjects will not be larger than necessary to recover costs

|_|	Investigations will not be unduly prolonged

|_|	The device will not be represented as safe or effective for the purposes of the study.



Assessment for non-significant risk device (required for abbreviated IDE if documentation from FDA, sponsor, or manufacturer are not provided).

All must be true:

|_|	Device does not present a potential for serious risk to health, safety or welfare of subjects.

|_|	Device is not intended as an implant.

|_|	Device is not purported or represented to be for a use in supporting or sustaining human life.

|_|	Use of device is not of substantial importance in diagnosis, curing, mitigating or treating disease or otherwise preventing impairment of human health.



24.c. Investigator role in device research (check one):

|_|	Investigator is conducting research on behalf of a commercial sponsor.

|_|	Investigator is conducting investigator-initiated research or the investigator is serving as the sponsor and agrees to abide by FDA regulations for device research for investigators and those for sponsors.



For research involving FDA-regulated drugs or devices, attach the following documents. Check all that apply:

|_|	Clinical protocol

|_|	Investigator’s brochure

|_|	Sponsor Financial Disclosure form

|_|	Form FDA 1572

|_|	For non-VASNHCS protocols involving investigational or unlicensed test articles: Site the policies and procedures for the control of test articles (unless the current version of the policies is already on file at the University of Nevada, Reno Office of Human Research Protection) [Please contact the UNR OHRP at 775-327-2368 if you have any questions.]      



24.d. |_|	The proposed research involves genetic testing of biological samples.  Describe:      



24.e. |_|	The proposed research involves radiation or radioisotopes. Describe:      

Required: Radiation safety approval letter from the body with regulatory responsibility for overisight of the radiation-related activity. 



24.f. |_|	The proposed research involves biological samples* either banked or prospectively obtained.  Describe:      

*Biological samples include microorganisms; recombinant DNA; biological toxins; human blood, body fluids, tissues, and cells; nonhuman animal tissue and cells; and cell and tissue cultures.

Required: Approval from the body with regulatory responsibility for oversight of the biological samples that will be used for this research.





SECTION VII: Research Plan

Please answer the following questions in language readily understandable by someone unfamiliar with the research project and outside the field of expertise.  Avoid the use of acronyms, and discipline-specific language or technical jargon, unless explained in lay terms.



26. Introduction

Summarize the background information that led to the plan for this project. Please provide references as appropriate and, when applicable, previous work in animal and/or human studies.

A report by the Office of the Inspector General revealed that men are less likely than women to receive treatment for osteoporosis following a hip or vertebral fracture.  Furthermore, compliance with post-fracture osteoporosis management recommendations was only 45% in the VA. (1)  The Under Secretary for Health has also provided the VA with recommendations for improved screening and treatment practices for males at risk for osteoporosis.  While men are at a lower risk of low trauma fractures than women, they are more likely to lose independence following a hip fracture and have twice the mortality rate when sustaining one of these fractures as compared to women. (2)



Despite the debilitating consequences of osteoporosis, many patients remain undiagnosed and untreated.  Absolute risk assessment is now preferred to bone mineral density alone to guide treatment.  In response to this, several algorithms have been developed which quatify risk.  One such tool is the World Health Organization's (WHO) Fracture Risk Assessment Tool (FRAX) tool which calculates the 10-year probability of major osteoporosis-related fracture (vertebral, hip, forearm, or spine) and hip fractures based on certain clinical risk factors and patient characteristics. (3)  While FRAX has been incorporated into the National Osteoporosis Foundation's treatment guidelines, it performs poorly in men, the largest segment of the VA population. (4,5)  Furthermore, FRAX and most other algorithms to date require providers to complete additional time-consuming questionnaires to determine fracture risk.  To address this, researchers in the Veterans Integrated Service Network (VISN) 19 have recently developed a fracture risk rule utilizing data passively collected from electronic medical records that has better discrimination in males.



The VA Sierra Pacific Network (VISN 21) developed an osteoporosis dashboard that assesses patients’ absolute 10-year fracture risk using FRAX and the VA-Absolute Risk Assessment (VA-ARA) tools.  This project will compare the sensitivity and specificity of the VA-ARA versus FRAX for predicting fracture in an effort to improve identification and prevention of fracutre, and overall patient care.



References:

1.     Department of Veterans Affairs Office of Inspector General.  Healthcare Inspection:  Management of Osteoporosis in Veterans with Fractures.  Report No. 09-03138-191.  13 Jul 2010.

2.     Under Secretary for Health's Information Letter:  Osteoporosis in Men.  IL  10-2009-009.  22 Sept 2009.

3.     World Health Organization Fracture Risk Assessment Tool.  Available at http://www.shef.ac.uk/FRAX/index.jsp

4.     National Osteoporosis Foundation.  Clinician's guide to prevention and treatment of osteoporosis.  2008.  Availabel at http://www.nof.org/hcp/practice/practice-and-clinical-guidelines/clinicians-guide

5.     Sandhu SK, Nguyen ND, Center JR, Pocock NA, Eisman JA, Nguyen TV.  Prognosis of fracture:  evaluation of predictive accuracy of the FRX algorithm and Garvan nomogram.  Osteoporos Int.  2010 May:21(5):863071. 



[bookmark: Text38]27. Scientific or Scholarly Rationale

State the scientific or scholarly rationale for the study. What do you expect to learn from this study?

Male fracture risk estimation is problematic due to poor discrimination of some available tools.  Using electronic medical records (EMR) to passively collect fracture risk factor data, a Department of Veterans Affairs (VA) researcher developed a tool with good discrimination in males.  Other researchers have shown that FRAX has poor discrimination in this population.  The VA Sierra Pacific Network (VISN 21) developed an osteoporosis dashboard that assesses patients’ absolute 10-year fracture risk using FRAX and the VA-Absolute Risk Assessment (VA-ARA) tools.  The aim of our project is to evaluate the utility of these two absolute fracture risk assessment tools, in regards to sensitivity and specificty, in appropriately identifying males at high fracture risk in order to improve treatment and prevention practices.



28. Research Questions / Purpose

What are the research questions / purpose of this study?

The purpose of this study is to 1) estimate the odds of being classified as high risk in patients with fracture events (cases) compared to non-fracture controls as defined by (a) the VA absolute risk assessment (VA-ARA) tool and (b) the FRAX ARA tool, and 2) to compare the sensitivity and specificity of the the VA-ARA versus the FRAX ARA tools for identifying fracture 





29. Research Methods/Study Design 

What research methods will be used? Give a brief non-technical explanation. Include the study design, statistical analysis methods, and power analysis.

An osteoporosis clinical informatics tool will be used to identify cases defined as male veterans age 50-years and older with a documented fragility fracture who were treated in the VA Sierra Pacific Network (VISN 21).  Researchers will identify patients using ICD-9 codes for fractures of the hip, spine, forearm, and proximal humerus, and exclude patients whose fracture co-occurred with a traumatic event.  To identify controls, male patients without fracture who had encounters in VISN 21 will be identified and matched to cases based on age and most recent outpatient encounter date.  An index date will be defined as the date of fracture event in cases and the same date in the matched control.  Patients will be classified as “high” or “low” risk as defined by the World Health Organization (WHO) according to the risk score calculated using each tool.  



Objective 1 is merely a descriptive analysis. That is, we will simply be characterizing the performance of the two tools in the patient cohort. Thus, a sample size calculation is not needed.  Patients will be classified as “high risk” or “low risk” by the two tools at the 20% cut-point for any-major fracture and the 3% cut-point for hip fracture. The odds ratio for high-risk classification with each tool will be calculated along with 95% confidence intervals.



For Objective 2, for the comparisons of the tools’ performances in fracture patients (cases) and non-fracture patients (controls) separately, we can estimate the necessary sample sizes based on what is known about the sensitivity and specificity of the individual tools.  Cases will be analyzed separately from controls. For sensitivity, a two-by-two table will be created to quantify the percentages of cases who were classified as “high risk” versus not by each tool.  A similar table will be prepared for controls to compare the specificity of the two tools. Differences in sensitivity (percentage of fracture patients classified as “high risk”) and specificity (percentage of non-fracture patients classified as “low risk”) will be compared using a two-tailed test of proportions at 80% power and an alpha level of 0.05. 



30. Procedures

Describe the study procedures, identifying which procedures are already being performed for diagnostic or treatment purposes. This should provide a detailed account (step-by-step) of what subjects will experience during their participation in the study, in the order experienced.  

Subjects will be identified via an osteoporosis clinical informatics tools implemented in VISN 21.  All information utilized to re-calculate 10-year fracture risk score of the hip and  any major osteoporotic fracture are collected as part of routine medical care and stored in the VISN 21 data warehouse.  No additional procedures will be required of patients for involvement in this study.  Data collection and analysis is anticpated to take place between March 2013 - May 2013.



31. Time Commitment for Subjects

Describe the total time commitment for subjects. If subjects are expected to participate on multiple occasions, the time for each occasion in addition to the cumulative duration should be included.

No time commitment is necessary from patients.  The data that will be analyzed is already collected as a part of routine medical care.



32. Withdrawal

Describe the plan for voluntary and involuntary withdrawal of subjects in the study, if applicable.

N/A 



33. Web-based Survey

|_|  A web-based survey management provider (commercial or private) will be used for this project.  The URL for the survey is:       



Subjects will receive the URL by: (Check all that apply)

|_| 	Researchers will email subjects the survey URL.

|_| 	Researchers will email subjects the survey URL and retain the ability to associate subjects’ responses with emails/names.

|_| 	Researchers will have the survey management provider email the survey link to subjects on their behalf.

|_|  	Researchers will post the URL for the survey to a website(s).

|_|  	Other → explain:       



34. Study Instruments

List and attach each questionnaire, survey, diary, assessment, and measurement. Describe the purpose and use of each, cite the source, and indicate whether copyrighted.

FRAX - This is a fracture risk assessment tool developed by the World Health Organization and available online at: http://eee.shef.ac.uk/FRAX/.  The purpose of this tool is to allow the calculation of a 10-year probability of a hip fracture and/or a major osteoporotic fracture using patient-specific risk factors.  It was developed using multiple population-based cohorts and can be applied to both men and women.  We will be utilizing patient information stored in the VISN 21 data mart to re-calculate fracture risk probabilities for male veterans prior to their fracture event (index date), as well as the fracture risk probability prior to the specified index date for the case-matched controls.  (See website for a description of this tool.  Available at:  http://www.shef.ac.uk/FRAX/).



VA-Absolute Risk Assessment Tool - This risk assessment tool was developed by VA researchers in VISN 19, and shown to perform better than FRAX in male veterans.  This risk rule allows for the calculation of the 10-year probabiliyt of a hip fracture and/or a major osteoporotic fracture in male veterans age 50 and above using patient-specific factors.  We will be utilizing patient information stored in the VISN 21 data mart to re-calculate fracture risk probabilities for male veterans prior to their fracture event (index date), as well as the fracture risk probability prior to the specified index date for the case-matched controls.  (See attachment for a description of this tool) 



35. Videotaping, Audio Taping, and/or Photographs



|_|  Audio taping will be used in this project.  Describe the purpose and use of audio taping.       



|_|  Videotaping and/or photography will be used in this project.  Describe the purpose and use of videotaping and/or photographs.       



Attach Video/Photograph Consent form.



36. Payment / Compensation / Incentives 



|_|  Payment / compensation / incentives (including course credit) will be given to subjects in this project. 

IMPORTANT:  Providing payment / compensation / incentives to subjects cannot be contingent upon their completion of the study.



|_|  Compensation is psychology research experience or social psychology research credits.  Standard distribution apply.



|_| One per hour (survey research)

|_| Two per hour (lab research)



[bookmark: Text46]|_| Compensation is payment / compensation / incentives (e.g. monetary, free services, gifts, course credit, or extra credit) that will be given to subjects.  Explain the payment arrangements (e.g. amount and schedule of payment and the proposed method of disbursement), including reimbursement of expenses.      

     

|_|  Payment / compensation / incentives for this project will originate from UNR-administered grants or contracts.  IMPORTANT:   The UNR Controller’s Office requires identifying information from subjects to issue checks, cash, or gift certificates to payees originating from UNR-administered grants or contracts.  Please explain how identifiable subject information will be handled:       



|_|  There will be partial payment (proration) if the subject withdraws prior to completion of the study. 



|_|  Course or extra credit are offered and students will be given alternative activities that are equivalent in time and effort to the research participation and provide the same amount of credit.



Please justify the proposed payment arrangements. Include how the proposed payment does not present undue pressure (or coercion) to for the subjects to participate.       



|_|  The research involves the possibility of added expense (costs) to the subjects or to a third party (such as an insurer), longer hospitalization, extra laboratory tests, travel, time missed from work.

Specify what the sponsor will cover and/or how the subjects will be compensated. (Note: Time is not considered a cost to subjects.)       



|_|  Veteran subjects will be recruited.

Provide information regarding Department of Veterans Affairs coverage of subject costs incurred as the result of problems/adverse events that may arise during their participation in this study.       



|_|  This research may lead to the development of a commercial product. 

Specify whether or not the subject will be compensated for the sale of the product(s).       





SECTION VIII: Risks and Benefits



37. Risks and Inconveniences

37.a.  Identify the risks to subjects.

		

		LIKELIHOOD

		LEVEL OF RISK 

		IMPACT



		

		Unlikely

		Likely

		Minimal

		Greater than Minimal

		Describe Risk (e.g. bruising, etc.)



		Physical

		|_|

		|_|

		|_|

		|_|

		     



		Psychological

		|_|

		|_|

		|_|

		|_|

		     



		Social

		|_|

		|_|

		|_|

		|_|

		     



		Legal

		|_|

		|_|

		|_|

		|_|

		     



		Financial

		|_|

		|_|

		|_|

		|_|

		     



		Employment

		|_|

		|_|

		|_|

		|_|

		     



		Information/Privacy

		|_|

		|_|

		|_|

		|_|

		     



		Other,      

		|_|

		|_|

		|_|

		|_|

		     



		Other,      

		|_|

		|_|

		|_|

		|_|

		     



		Other,      

		|_|

		|_|

		|_|

		|_|

		     









37.b.   Provide any additional information about risks:  N/A. 



37.c.   Describe the steps that will be taken to minimize each risk identified above. The only risk is a breach of patient privacy or confidentiality of data.  However, patient information security is ensured through data storage  in the VA System of Heath records on a special server that adheres to VA privacy policies and procedures.  The PI and co-investigators will have access to medical records on these servers for viewing purposed only.  Data extracted from the VA System of Records will not contain PHI or PII (i.e., no personal identifying information will be extracted from the veteran's medical records).  None of the research data (i.e., extracted health information) can be linked back to a specific veteran.  Data extracted from the system for this research will be relational to the elements listed on the two tools, and identified as pre- or post-fracture status.  The research data will be kept on a secure, password protected computer in the VISN 21 Pharmacy Office.  This computer will be contained behind a locked foor when researchers are not in attendance.    



38.   Data Safety Monitoring

Note: Items 38a and 38b are required for research with greater than minimal risk.

38.a.  Describe how data will be monitored (e.g., reviewed periodically) to ensure the safety of subjects. Specify who will monitor the data, what information will be reviewed, how the information will be collected, how often the review will be done, and when and how often cumulative data will be reviewed to identify patterns that suggest changes in risks or benefits. N/A



38.b.  If medical or psychological services are needed as a consequence of the research, describe how the subject will be referred to those services. If such services aren’t needed or aren’t relevant to the research, explain why. N/A



39. Benefits

39.a.  Describe potential benefits to science, society, or a specific class of individuals. Include the importance or value of the knowledge this study is likely to generate. Major osteoporotic and hip fractures not only have a major impact on patients, including lost independence and increased mortality, but also on the healthcare system as a whole through increased utilization of services such as long term care facility stays.  Despite this fact, many patients with osteoporosis remain undiagnosed and untreated, especially males.   Male fracture risk estimation is problematic due to poor discrimination of some available tools.  Using electronic medical records (EMR) to passively collect fracture risk factor data, a Department of Veterans Affairs (VA) researcher developed a tool with good discrimination in males.  Other researchers have shown that FRAX has poor discrimination in this population.  The results of this study will shed light on the comparative  sensitivity and specificity of the VA-ARA versus FRAX for predicting fracture, helping to improve identification, and appropriate and timely therapeutic intervention to improve quality of care to our veterans.  



39.b.  Describe potential direct benefits to individual subjects, if any. Do not include any incentives (money, gifts, etc.) here. 

|_|  Potential benefit → explain: Individual patients identified as having high risk of fracture through the clinical dashboard/reports will be more likely to receive appropriate screening and care for osteoporosis that may not have otherwise been realized.  This research will help to identify which tool performs best in the male population, assisting in the identification of patients that would benefit most from treatment. 

|_|  None anticipated



40. Risk/Benefit Analysis

|_|  Minimal risks; some potential benefits.

|_|  Risks are greater than minimal but justified by the benefits.

|_|  Risks outweigh the benefits to the subjects.  Explain why the research should be conducted.      





SECTION IX: Privacy and Confidentiality



41. Privacy 

Privacy involves the right of individuals to control access to their person, behavior, viewpoints, and private identifiable information.

How will the investigators protect the privacy of subjects at the time of recruitment, and during and after participation?  The response should discuss how subjects will be recruited, including how researchers obtain initial contact information (if applicable) and when and where study participation takes place.  For example, does recruitment and subject participation require a private setting rather than a public space?  

Patients will not be directly contacted for participation in this study.



Patient information security is ensured through data storage on IT servers that adhere to VA privacy policies and procedures.  The PI and co-investigators will have access to medical records on these servers for viewing purposed only.  Data extracted from the VA System of Records will not contain PHI or PII (i.e., no personal identifying information will be extracted from the veteran's medical records).  None of the research data (i.e., extracted health information) can be linked back to a specific veteran.  Data extracted from the system for this research will be relational to the elements listed on the two tools, and identified as pre- or post-fracture status.  The research data will be kept on a secure, password protected computer in the VISN 21 Pharmacy Office.  This computer will be contained behind a locked foor when researchers are not in attendance.    Knowledge gained from this study will be applied to the osteoporosis clinical informatics tools for providers to assist in identification and selection of patients at highest risk for fracture.  Patient information will only be provided through a secure intranet site which verifies that users have been granted persmission to access this information.  



|_|  For online surveys, subjects will be told to close the web browser following completion of the survey in a public location or to delete cookies from their home computer.

   

If a web-based survey management provider will be used, please provide a copy of the site’s privacy policy.



42. Confidentiality:  How will researchers protect the confidentiality of information collected from or about subjects to ensure that it is not disclosed other than as described in this application?   

The data for this project will be maintained behind the VA firewall and only on VA computers

Providers will only have access to this information contained on the clinical informatics tool through a secure intranet site which verifies that users have been granted permission to access this information.  



41.a.  Please provide the location where data will be stored. Consent forms and master code sheets must be stored separately from data.

No paper forms will be used for this project.  

Electronic data for this project will be maintined behind the VA firewall and only on VA computers.  The data will be protected physically by the VA Office of Information and Technology on VISN servers.  Data is kept within the FIPS-200 compliant secure environment at the VA Office of Information and Technology Remote Data Center.  The site is physically and electronically secure.  There is a 24-hour surveillance at the facility.

42.b.  Please state how long data will be stored locally. 

Data will be stored locally only for the minimal amount of time necessary to perfom the analysis



42.c.  If data are collected through host survey management system, please state how long data will reside at the site.  

N/A

42.d.  Describe how data will be downloaded from the host server with respect to proposed security measures, and whether the data will have any associated identifiers (email and/or IP addresses).  

N/A

42.e.  Please also state how long data will reside on the host server prior to deletion, if the site server and data server are different.

N/A

42.f.  Please describe what will happen to all study-related data after the storage period elapses.  

|_|  All data (electronic or hard copy) will be destroyed.

|_|  All audiotapes will be erased or destroyed.

|_|  All videotapes will be erased or destroyed.

|_|  Other→ Describe:  Data used as part of the study to evaluate risk scoring methods will be destroyed immediately following analysis.  Data utilized from the dashboard and reporting tools will persist in the VISN 21 data mart.  This information is stored in the data mart as part of the VA record keeping system.



42.g.  If audio taping and/or transcription will be used, please describe how subjects’ identities will be protected (use of pseudonyms or avoidance of names).

|_|  Pseudonyms will be used in recordings and/or transcriptions.

|_|  Use of names will be avoided during recording and/or transcriptions

|_|  Names used in tapes but not in transcriptions

|_|  Names used but identity protected by      

|_|  Other→  Describe:       



42.h.  |_|  Limits to confidentiality exist.   Explain:  

The data and or procedures may be reviewed at any time pursuant to a request from the VASNHCS Research and Development Committee, Privacy Officer, Information Security Officer, and UNR IRB under the established policies and procedures.

Indicate by checking the appropriate boxes below who will have access to the study records / data, e.g. investigators, research assistants, advisors, and external agencies (e.g., study sponsors, collaborating institutions, regulatory agencies).

IMPORTANT:  For the purpose of regulatory oversight, the University of Nevada, Reno Institutional Review Board, the federal Office for Human Research Protections, and the Food and Drug Administration (FDA) (for FDA research) will have access to the study records / data.

Check all that apply:

|_|  Principal Investigator/Faculty Advisor

|_|  Research Team Member

|_|  Study Sponsor

|_|  Collaborating Organizations: specify: →      

|_|  Other: specify: → Patient information contained in the clinical informatics tool will only be provided to providers through a secure intranet site which verifies that users have been granted permission to access this information.



42.i.  |_|  Sensitive information (e.g. illegal drug use, criminal activity) will be collected about subjects and maintained. 

Indicate whether or not a Certificate of Confidentiality will be obtained.  (See the NIH Certificates of Confidentiality Kiosk at http://grants.nih.gov/grants/policy/coc/index.htm for further information.  



|_|  Yes.  Please provide a copy to IRB upon receipt.

|_|  No. Please explain why not:       



42.j.  |_|  Data will be coded (names of subjects replaced with codes).  

[bookmark: Text47]Explain all coding procedures. NOTE: Personal identifiers or portions of personal identifiers may only be used for coding purposes if these identifiers could not reasonably be linked to a specific individual.

Patient data stored in the regional data warehouse is completey de-identified.  Patient identifiers are removed from all patient data and patients are assigned a unique random patient station identification number (PatientSID).  Each patient has a unique PatientSID number assigned to them at each station.  The only way to link stored data regarding a specific patient within the data warehouse is to link the PatientSID from the selected data table back to the patient table in the warehouse that contains patient identifiable information.    Information obtained is reported in the osteoporosis clinical informatics tool for providers.  Patient information will only be provided through a secure intranet site which verifies that users have been granted persmission to access this information





Section X: Assurances



Principal Investigator Assurance

I hereby certify that the study procedures described in the attached protocol have been designed, to the best of my ability and knowledge, to protect human subjects engaged in research in accordance with the standards set by University of Nevada, Reno, the United States Department of Health and Human Services, the Food and Drug Administration (when appropriate), the Department of Veterans Affairs (when appropriate), and any other sponsoring federal agency.



I agree to accept responsibility for the scientific conduct of the research involving human subjects and to provide information and/or progress reports to the University of Nevada, Reno Institutional Review Board as required. I verify that all researchers are appropriately credentialed to do the services provided and the work undertaken in this protocol.  



I further certify that my participation and the participation of any co-investigators does not, in any way, violate the University of Nevada, Reno policy on conflicts of interest.



Principal Investigator:	______________________________________________ Date ________________
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Abstract

Fractures and their associated complications are debilitating consequences of osteoporosis that may be preventable with early detection and treatment.  Absolute risk assessment is becoming the preferred approach to guiding osteoporosis fracture prevention treatment decisions; however, male fracture risk estimation is problematic due to poor discrimination of some available tools. This study was to determine which ARA tool, FRAXTM versus the VA-ARA, performs better in terms of correctly classifying fracture patients as “high risk” and classifying non-fracture patients as “low-risk” for application in a clinical informatics osteoporosis dashboard tool to improve early identification and care of male veterans at risk for fracture.   Descriptive statistics were used to characterize the performance of the two tools in the patient cohort.  An odds ratio for high-risk classification with each tool was calculated along with 95% confidence intervals.  For the comparisons of the tools’ performances in fracture patient (cases) and non-fracture patients (controls), cases were analyzed separately from controls.  Differences in sensitivity and specificity were compared using a two-tailed test of proportions at 80% power and an alpha level of 0.05.  Results suggest that that absolute fracture risk estimation with the VA-ARA is more predictive of future fracture than FRAXTM.  Use of the VA-ARA may improve early identification and care of males at risk for osteoporosis-related fracture, and ultimately prevention of fractures and their associated complications. 



1.1

Introduction

Despite the debilitating consequences of osteoporosis, many patients remain undiagnosed and untreated.[footnoteRef:1],[footnoteRef:2]  Women are twice as likely as men to experience a hip or vertebral fracture; however, men are more likely to die in the year following fracture.  Mortality rates may reach 37% in men and 28% in women in the year following a hip fracture.[footnoteRef:3]  While research has been done in women to assess risk factors for future fractures, little is known about how these factors translate to osteoporosis care in men.  The Endocrine Society has recently published guidelines entitled “Osteoporosis in Men.”[footnoteRef:4]  While these guidelines provide concrete recommendations for this population, many of the recommendations are unfortunately based on low quality evidence as defined by the Grading of Recommendations, Assessment, Development, and Evaluation (GRADE) system of the U.S. Preventive Services Task Force.[footnoteRef:5] [1:  Morris CA, Cabral D, Cheng H, Katz JN, Finkelstein JS, Avorn J, Solomon DH (2004) Patterns of bone mineral density testing: current guidelines, testing rates and interventions. J Gen Intern Med 19:783-709.]  [2:  National Committee for Quality Assurance (2009) The state of healthcare quality: Continuous Improvement and the Expansion of Quality Measurement. Available online at: http://www.ncqa.org/LinkClick.aspx?fileticket=J8kEuhuPqxk%3d&tabid=836 Accessed 18 June 2013.]  [3:  Jiang HX, Majumdar SR, Dick DA, et al. Development and initial validation of a risk score for predicting in-hospital and 1-year mortality in patients with hip fractures. J Bone Miner Res. 2005;20:494-500.]  [4:  The Endocrine Society. Osteoporosis in Men. Journal of Clinical Endocrinology & Metabolism, June 2012, 97(6):1802-22.]  [5:  Harris RP, Helfand M, Woolf SH, et al. Current methods of the US Preventive Service Task Force. Am J Prev Med. 2001 (16)2149-58.] 




Bone mineral density (BMD) is generally considered the gold standard for screening and diagnosing osteoporosis.[footnoteRef:6]  While patients with T-scores below -2.5 have a well-documented increased risk of fracture, the majority of fractures in elderly men occur with T-scores above the osteoporotic range.  As many as 80% of men may sustain non-vertebral fractures with T-scores above -2.5 with 17.9% of these being in the normal range.[footnoteRef:7]   Additionally, the U.S. Preventive Services Task Force concluded that there is insufficient evidence to recommend routine screening for osteoporosis by BMD in men.[footnoteRef:8]  Use of BMD may therefore miss many patients, particularly men that may be at risk for fracture.   [6:  National Osteoporosis Foundation 2013. Clinician’s guide to prevention and treatment of osteoporosis. 2013. Available online at: http://www.nof.org/files/nof/public/content/resource/913/files/580.pdf Accessed 18 June 2013 ]  [7:  Schuit SCE, van der Klift M, Weel AEAM, et al. Fracture incidence and association with bone mineral density in elderly men and women: the Rotterdam study. Bone. 2004;34:195-202]  [8:  U.S. Preventive Services Task Force. Screening for Osteoporosis: U.S. Preventive Services Task Force Recommendation Statement.  Annals of Internal Med 2011;154(5):356-364] 




Given the limitations of BMD measurements, absolute risk assessment (ARA) may be the preferred approach to guide treatment decisions.6  A number of absolute fracture risk assessment scoring tools have recently been published in the literature.  Most of these tools are available as web-based calculators requiring active data collection from the patient.  The World Health Organization’s (WHO) Fracture Risk Assessment Tool (FRAXTM) has been incorporated into the National Osteoporosis Foundation’s (NOF) 2010 guidelines and the Endocrine Society’s Osteoporosis in Men guidelines.4,6  FRAXTM estimates the 10-year probability of hip fracture and major osteoporotic fracture (hip, spine, humerus, wrist) based on clinical risk factors and femoral neck BMD if available.[footnoteRef:9]  Both the NOF and the Endocrine Society recommend treatment of patients with BMDs in the osteopenic range (T-score between -1.0 and -2.5 at the femoral neck or spine) and a 10-year probability of hip fracture > 3% or a 10-year probability of major osteoporosis-related fracture > 20% based on the US-adapted FRAXTM.4,6 [9:  Kanis JA, Johnell O, Oden A, Johansson H, McCloskey E. FRAX and the assessment of fracture probability in men and women from the UK. Osteoporos Int 2008. 19:385-397.] 




Identification of patients at high fracture risk is vital to improve osteoporotic care and outcomes; however, available tools for fracture prediction are not without controversy.  External validation has found that FRAXTM performs well in discriminating major osteoporotic fractures in women with a c-statistic of 0.77.  Alarmingly, the model appears to perform poorly in men with a c-statistic of 0.54 for major osteoporotic fracture, indicating only slightly better prediction than the toss of a coin.[footnoteRef:10],[footnoteRef:11]  Other fracture risk models, including the Garvan nomogram and Fracture Risk Calculator, have yielded better performance in men, but like FRAXTM these calculators require active and potentially time-consuming risk factor collection from patients.10,[footnoteRef:12]  In response to these concerns, LaFleur, et al. have developed a VA-Absolute Risk Assessment (VA-ARA) tool in male veterans using data passively collected from the electronic medical record (EMR).  This model performs well in men with a c-statistic of 0.81 for hip fracture and 0.74 for any major fracture.  Similar to FRAXTM, this model calculates 10-year probabilities of hip and major osteoporosis-related fractures.[footnoteRef:13]   [10:  Sandhu SK, Nguyen ND, Center JR, Pocock NA, Eisman JA, Nguyen TV (2010) Prognosis of fracture: evaluation of predictive accuracy of the FRAX algorithm and Garvan nomogram. Osteoporos Int. 21:863-871.]  [11:  Ohman EM, Granger CB, Harrington RA, Lee KL. Risk Stratification and Therapeutic Decision Making in Acute Coronary Syndromes. JAMA 2000. 284(7):876-878.]  [12:  Ettinger B, Liu H, Blackwell T, Hoffman AR, Ensrud KE, Orwoll ES. Validation of FRC, a Fracture Risk Assessment Tool, in a cohort of Older Men: The Osteoporotic Fractures in Men Study. J Clin Densitom. 2012 Jul-Sep;15(3):334-42.]  [13:  LaFleur J, Nelson RE, Yao Y, Adler RA, Nebeker JR. Validated risk rule using computerized data to identify males at high risk for fracture. Osteoporos Int (2012) 23:1017-1027.] 




Our goal in this study was to determine which ARA tool, FRAXTM versus the VA-ARA, performs better in terms of correctly classifying fracture patients as “high risk” and classifying non-fracture patients as “low-risk” for application in a clinical informatics osteoporosis dashboard tool to improve early identification and care of male veterans at risk for fracture.  For this purpose, we looked only at male veterans with a documented history of fracture that did not occur with an associated trauma e-code.  



1.2

Methods



1.2.1

Data source and dashboard development

A clinical informatics osteoporosis dashboard tool was developed utilizing data from the Veterans Integrated Service Network (VISN) 21 data warehouse.  VISN 21 is a network of 7 medical centers caring for over 400,000 veterans annually throughout Northern Nevada, Northern California, the Pacific Islands, and the Philippines.  The data warehouse stores transactional data recorded in the patient’s electronic medical record, including outpatient prescription information, outpatient clinic encounters, problem list diagnoses, laboratory values, vital signs, information collected in clinical reminders, and patient demographics.  The data warehouse is updated daily, allowing for almost real-time data capture and reporting.



All risk score calculations were automated based on information obtained from the data warehouse.  Risk factors and associated business rules were utilized to calculate FRAXTM scores.9  After determining risk factors values for the patients, 10 year risk probability probabilities were obtained using paper charts available at: http://www.shef.ac.uk/FRAX/charts.aspx.  In cases where data was not available for a risk, the value which would give the lowest risk was used so as to not incorrectly overestimate risk.  BMD information was not included in the calculation as the value was not available in a usable format in the data warehouse at the time of analysis.  VA-ARA 10-year probabilities were calculated using the same business rules and methods described elsewhere by LaFleur, et al.13  

 

1.2.2

Study design and patients

We used a retrospective, multicenter study design.  A case-control design was employed to estimate the odds of being classified as high risk in patients with fracture events (cases) compared to non-fracture controls as defined by (a) the VA-ARA tool and (b) the FRAXTM tool utilizing structured clinical and administrative datasets to identify risk factors.  A cross-sectional design was applied to compare the sensitivity and specificity of the VA-ARA versus the FRAXTM tools for identifying fracture.  



For both objectives, cases were identified as all male veterans age 50 and older with a fragility fracture who received treatment in the Veterans Health Administration (VHA) system in VISN 21 from January 1, 2002 to May 3, 2013.  A cut-off date of January 1, 2002 was arbitrarily chosen for occurrence of first fracture since our available data only reliably goes back to 1999.  This cut-off date allowed for evaluation of risk factors present up to 3 years prior to the fracture event so that risk scores could be calculated as of the fracture date.  Fractures were identified using ICD-9 codes for fracture of the hip, spine, forearm, and proximal humerus.  Patients whose fracture co-occurred with a traumatic event, such as a motor vehicle accident, were excluded in order to best evaluate which tool was a better predictor of osteoporosis fracture risk.  



To identify controls, male veterans without a history of fracture who had encounters in VISN 21 were identified and matched to cases such that (1) control patient age was within 1 year of the fracture patient age at the time of fracture event, and (2) control outpatient encounter date was within 1 month of the case fracture date.



An index date was defined as the date of the fracture event in the cases and the same date in the matched controls.  Cases were matched to controls 1:1.  For both groups, risk scores were calculated based on the risk factors present 3 years prior to the index date – thus excluding the fracture event from the risk score calculation.  Approval for the study was obtained from the University of Nevada’s Institutional Review Board and from the VA Sierra Nevada Health Care System Research and Development Committee.



1.2.3

Outcome

The outcome of interest in this study was the determination of which ARA tool performed with better discrimination in male veterans when applied to a clinical informatics dashboard tool to improve assessment and quality of care in this population.   High fracture risk was defined as a 10-year probability of hip fracture > 3% or a 10-year probability of major osteoporosis-related fracture > 20% based on the US-adapted FRAXTM.4,6



1.2.4

Independent variables

Know or theoretical factors associated with fracture risk, present up to 3 years prior to the index date, we adapted from the FRAXTM and VA-ARA risk prediction algorithms.  Risk factors considered included (1) age at index date, (2) parenteral history of hip fracture, (3) current smoking, (4) glucocorticoid use/exposure at pharmacologic doses, (5) rheumatoid arthritis, (6) secondary osteoporosis, (7) alcohol use disorder, (8) BMD results (optional), (9) personal history of stroke, (10) individual fall risk, (11) malnutritive disorder, (12) diabetes complications, (13) number of outpatient visit within the year prior to index date, (14) opioid exposure, (15) diagnosis of depression, and (16) use of antiepileptic agents in the treatment of seizure disorder.



1.2.5

Statistical analysis

Descriptive statistics were used to characterize the performance of the two tools in the patient cohort.  Patients were classified as “high risk” or “low risk” by the two tools at the 20% cut-point for any major fracture, the 3% cut-point for hip fracture, and the combination of either hip or any major fracture at these cut-points.  An odds ratio for high-risk classification with each tool was calculated along with 95% confidence intervals.  For the comparisons of the tools’ performances in fracture patient (cases) and non-fracture patients (controls), cases were analyzed separately from controls.  For sensitivity, a two-by-two table was created to quantify the percentage of cases who were classified as “high risk” versus not by each tool.  A similar table was prepared for controls to compare the specificity of the two tools.  Differences in sensitivity (percentage of fracture patients classified as “high risk”) and specificity (percentage of non-fracture patients classified as “low risk) was compared using a two-tailed test of proportions at 80% power and an alpha level of 0.05.  All statistical tests we performed using STATA v. 11.



2.1

Results



2.1.1

Patients

After applying the inclusion criteria, we began with 7,011 males in the fracture case patient group.  Matching non-fracture controls to cases based on (1) age within 1 year, and (2) outpatient encounter date within 1 month of fracture date resulted in 76,998 males in the control group.  After randomization and matching cases to controls 1:1, we excluded 2,719 (38.8%) males and 71,706 (93.1%) males from the case and control groups respectively.  This resulted in 4,292 veterans in each group for analysis.  Patient stratification based on inclusion criteria is illustrated in Fig. 1.  Both case and control patient groups were similar with respect to age, with an average age of 67 years.



2.1.2

Odds of high-risk classification 

The results of “high risk” versus non-high risk classification for fracture case patients for hip fracture > 3%, any major osteoporosis-related fracture > 20%, and the combination of either hip or any major fracture at these cut-points by the two tools are summarized in Tables 1 to 6.   Males were more likely to be classified as being at high fracture risk using the VA-ARA tool compared to FRAXTM across all fracture risk cut-points.



2.1.3

Correct high-risk classification of fracture case patients

The number of cases classified as high risk using FRAXTM versus VA-ARA for 10-year risk of hip fracture > 3% are summarized in Table 7.  The VA-ARA correctly classified 1,410 fracture case patients as high risk versus 747 fracture case patients using FRAXTM using the hip fracture rule (32.9% versus 17.4%; p < 0.001 using Pearson’s Chi-square).  Table 8 summarizes the number of cases classified as high risk using the FRAXTM versus VA-ARA for 10-year risk of any major osteoporosis-related fracture > 20%.  In comparing the two tools, the VA-ARA correctly classified 1,473 fracture case patients as high risk versus 8 fracture case patients with FRAXTM using the any major fracture rule (34.3% versus 0.19%; p = NS using Fischer’s exact Chi-square).  Lastly, the results from the number of cases classified as high risk using FRAXTM versus VA-ARA for the combination of 10-year risk of hip fracture > 3% or any major osteoporosis-related fracture > 20% are summarized in Table 9.  Applying both tools, looking at either high fracture risk classification for hip or any major fracture, the VA-ARA correctly classified 1,713 of fracture patients as high risk and 747 using FRAXTM (39.9% versus 17.4%; p = < 0.001 using Pearson’s Chi-square)



2.1.4

Correct low-risk classification of non-fracture control patients

The number of non-fracture controls classified as low risk using FRAXTM versus VA-ARA for 10-year risk of hip fracture > 3% are summarized in Table 10.  The VA-ARA correctly classified 3,057 non-fracture control patients as low risk versus 3,634 non-fracture control patients using FRAXTM using the hip fracture rule (71.2% versus 84.7%; p < 0.001 using Pearson’s Chi-square).  Table 11 summarizes the number of controls classified as not high risk using the FRAXTM versus VA-ARA for 10-year risk of any major osteoporosis-related fracture > 20%.  In comparing the two tools, the VA-ARA correctly classified 3,230 non-fracture control patients as low risk versus 4,289 non-fracture control patients with FRAXTM using the any major fracture rule (75.3% versus 99.9%; p = NS using Fischer’s exact Chi-square).  Lastly, the results from the number of controls classified as not high risk using FRAXTM versus VA-ARA for the combination of 10-year risk of hip fracture > 3% or any major osteoporosis-related fracture > 20% are summarized in Table 12.  Applying both tools, looking at either high fracture risk classification for hip or any major fracture, the VA-ARA correctly classified 2,869 of the non-fracture controls as low risk and 3,634 using FRAXTM (66.8% versus 84.7%; p = < 0.001 using Pearson’s Chi-square)



3.1

Discussion

In 2012, an osteoporosis clinical informatics dashboard tool was implemented in VISN 21 to help identify patients that either had a diagnosis of osteoporosis or a 10-year risk of hip fracture > 3% or major osteoporosis-related fracture risk > 20%, and whom were not currently on or had not received sufficient past therapy for osteoporosis.  The dashboard tool reports the 10-year fracture risk for women and men using FRAXTM and VA-ARA respectively.  In designing the osteoporosis clinical dashboard, we felt that use of the VA-ARA risk calculation was appropriate in our male population given its improved discrimination of fracture in males and validation in a similar veteran population.13  Despite the demonstration of improved discrimination of the VA-ARA over FRAXTM there remained a lack of wide-spread acceptance for use of the VA-ARA to guide treatment decisions.  VISN 21 providers were faced with the problem of how to treat patients with high risk scores for fractures but who have BMD in the normal range.  



Thus, we sought to determine which ARA tool performs best in terms of correctly classifying fracture patients as “high risk” and classifying non-fracture patients as “low-risk” for application in a osteoporosis clinical informatics dashboard tool to improve early identification and care of male veterans at risk for fracture.  We did this by calculating the odds ratio, as well as a sensitivity and specificity analysis for each tool to correctly identifying patients as “high risk” or not.  What we found was that FRAXTM underestimates male 10-year fracture risk and that for all high risk classifications, as defined by the WHO, males who experienced a non-traumatic fracture event were more likely to have been classified as “high risk” prior to fracture using the VA-ARA compared to FRAXTM.  While the VA-ARA predicts “high risk” classification for fracture of the hip and the combination of hip or any major fracture with greater accuracy than FRAXTM, it may also lead to over-estimation of risk in patients without a history of fracture.  



In addition to recommendations for treatment initiation from the NOF and Endocrine society, the UK’s National Osteoporosis Guideline Group has taken these recommendations one step further by recommending that certain patients identified as high risk based on FRAXTM can be considered for treatment without the need for BMD.[footnoteRef:14]  Given our findings that the VA-ARA more accurately predicts 10-year fracture risk in males than FRAXTM, it seems reasonable to consider initiation of osteoporosis treatment in these patients identified as high risk using the VA-ARA.  Despite these recommendations for treatment initiation, inclusion of fracture risk assessment scores on bone density reports were not found to influence prescribing habits for patients with T-scores in the osteopenic range, indicating need for additional education in this area.[footnoteRef:15] [14:  National Osteoporosis Guideline Group: http://www.shef.ac.uk/NOGG/ ]  [15:  Izoura KE, Zlazrak N, Byrd-Sellers J, Tangpricha V, Nanes MS. Fracture Assessment Tool Risk Scores in Bone Density Reports Do Not Change Physician Prescribing Behavior for Osteoporosis.  The American Journal of the Medical Sciences 2011. 342(1):5-8.] 




3.1.1

Limitations

Use of FRAXTM for identification of high risk patients has limitations.  FRAXTM was developed as an active data collection tool, i.e., requiring the patient to answer questions via a web-based tool.9  We attempted to automate the FRAXTM calculation through creation of business rules to identify risk factors (Table 13).  We were unable to obtain data on parental history of fracture or BMD and therefore could not include these in the calculation.  Data on ethnicity in our patient population is also generally incomplete.  When information for a risk factor was unavailable, we selected the value that would result in the lowest contribution to risk.  It is therefore likely that our FRAXTM calculations underestimated fracture risk; however, we felt that underestimation was preferable to overestimation when presenting this information to providers.  Additionally, since we utilized FRAXTM in a manner other than how it was developed, further validation of risk scoring in this way is necessary.  



Although data available within the VISN 21 data warehouse is fairly complete, a number of elements were not available that could have improved the accuracy of the evaluation of patient risk. While data is complete for medications dispensed at the VA medical centers, the electronic medical record does allow for documentation of medications not dispensed within the VA (Outside Medications file). This data is often incomplete and could not readily be obtained from the data warehouse.  When present, this outside medication data was used. Although not used in risk assessment, this is particularly true for calcium and vitamin D supplements which patients frequently purchase over-the-counter.  There is limited data from the EMR to document any prior approach to decrease modifiable risk factors (weight, smoking, alcohol use, weight bearing exercise, etc).  Similarly, the date of BMD results was documented in the EMR, however, the result of this test could not be easily obtained through the data warehouse. Procedure coding can identify if and when a dual-energy x-ray absorptiometry (DEXA) scan was performed at a VA facility. However, patients frequently have these scans completed at non-VA facilities, making data capture even more difficult and incomplete.      





3.1.2

Future work

The results of this study suggest that the VA-ARA more accurately predicts high fracture risk in males, however, it still remains somewhat unclear how providers should approach treatment in these patients. BMD remains the gold standard for screening and diagnosing patients with osteoporosis in most guidelines despite the fact that majority of patients sustain fractures at T-scores outside the osteoporotic range.7  Additionally, it is unclear if patients identified as having a high 10 year risk of fracture but with normal BMD would benefit from treatment. Continued research is vital in this area. 





4.1

Conclusion

In this study, we found that absolute fracture risk estimation with the VA-ARA is more predictive of future fracture than FRAXTM.  Use of the VA-ARA may improve early identification and care of males at risk for osteoporosis-related fracture, and ultimately prevention of fractures and their associated complications. 
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Fig. 1  Illustration of patient stratification based on inclusion criteria
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Table 1. Risk classification for cases and controls using VA-ARA for hip fracture rule at a cut-point of 3%.

 

		VA-ARA

		Cases 

		Controls

		Total



		High risk

		1,410

		1,235

		2,645



		Low risk

		2,882

		3,057

		5,939



		Total

		4,292

		4,292

		8,584







OR = 1.21 (95% CI 1.10, 1.33, p < 0.0001) for odds of fracture in patients classified as “high risk” versus non-high risk using the VA-ARA tool.





Table 2. Risk classification for cases and controls using VA-ARA for any major osteoporosis-related fracture rule at a cut-point of 20%.

		VA-ARA

		Cases

		Controls

		Total



		High risk

		1,473

		1,062

		2,535



		Low risk

		2,819

		3,230

		6,049



		Total

		4,292

		4,292

		8,584







OR = 1.59 (95% CI 1.45, 1.75, p < 0.0001) for odds of fracture in patients classified as “high risk” versus non-high risk using the VA-ARA tool.



Table 3. Risk classification for cases and controls using VA-ARA for either hip > 3% or any major osteoporosis-related fracture rule at a cut-point of 20%.

		VA-ARA

		Cases

		Controls

		Total



		High risk

		1,713

		1,423

		3,136



		Low risk

		2,579

		2,869

		5,448



		Total

		4,292

		4,292

		8,584







OR = 1.34 (95% CI 1.22, 1.46, p < 0.0001) for odds of fracture in patients classified as “high risk” versus non-high risk using the VA-ARA tool.



Table 4. Risk classification for cases and controls using FRAXTM for hip fracture rule at a cut-point of 3%.



		FRAXTM

		Cases

		Controls

		Total



		High risk

		747

		658

		1,405



		Low risk

		3,545

		3,634

		7,179



		Total

		4,292

		4,292

		8,584







OR = 1.16 (95% CI 1.04, 1.31, p < 0.0094) for odds of fracture in patients classified as “high risk” versus non-high risk using the FRAXTM tool.









Table 5. Risk classification for cases and controls using FRAXTM for any major osteoporosis-related fracture rule at a cut-point of 20%.

		FRAXTM

		Cases

		Controls

		Total



		High risk

		8

		4,289

		4,297



		Low risk

		4,284

		3

		4,287



		Total

		4,292

		4,292

		8,584







OR = 1.31e-06 (95% CI 2.44e-07, 5.35e-06, p < 0.0001) for odds of fracture in patients classified as “high risk” versus non-high risk using the FRAXTM tool.





Table 6. Risk classification for cases and controls using FRAXTM for either hip > 3% or any major osteoporosis-related fracture rule at a cut-point of 20%.

		FRAXTM

		Cases

		Controls

		Total



		High risk

		747

		658

		1,405



		Low risk

		3,545

		3,634

		7,179



		Total

		4,292

		4,292

		8,584







OR = 1.16 (95% CI 1.04, 1.31, p < 0.0094) for odds of fracture in patients classified as “high risk” versus non-high risk using the FRAXTM tool.





Table 7. Numbers of cases classified as high risk using FRAXTM versus VA-ARA for hip fracture rule at a cut-point of 3%



		FRAX correctly classifies as high risk

		VA-ARA correctly classifies as high risk

		

Total



		

		Yes

		No

		



		Yes

		515

		232

		747



		No

		895

		2,650

		3,545



		Total

		1,410

		2,882

		4,292







The VA-ARA correctly classifies 32.9% of fracture patients as high risk using the hip fracture rule compared to 17.4% for the FRAX (p =< 0.001 usuing Pearoson’s Chi-square)





Table 8. Numbers of cases classified as high risk using FRAX versus VA-ARA for any major fracture rule at a cup-point of 20%



		FRAX correctly classifies as high risk

		VA-ARA correctly classifies as high risk

		

Total



		

		Yes

		No

		



		Yes

		5

		3

		8



		No

		1,468

		2,816

		4,284



		Total

		1,473

		2,819

		4,292







The VA-ARA correctly classifies 34.3% of fracture patients as high risk using the any major fracture rule compared to 0.19% for the FRAX (p = NS using Fischer’s exact Chi-square)





Table 9.  Numbers of cases classified as high risk using FRAX versus VA-ARA for either hip > 3% or any major osteoporosis-related fracture rule at a cut-point of 20%.



		FRAX correctly classifies as high risk

		VA-ARA correctly classifies as high risk

		

Total



		

		Yes

		No

		



		Yes

		544

		203

		747



		No

		1,169

		2,376

		3,545



		Total

		1,713

		2,579

		4,292







The VA-ARA correctly classifies 39.9% of fracture patients as high risk using a combination of either hip > 3% or any major fracture > 20% rules compared to 17.4% for the FRAX (p =< 0.001 usuing Pearoson’s Chi-square)





Table 10. Numbers of controls classified as low risk using FRAX versus VA-ARA for hip fracture rule at a cut-point of 3%



		FRAX correctly classifies as low risk

		VA-ARA correctly classifies as low risk

		

Total



		

		Yes

		No

		



		Yes

		2,832

		802

		3,634



		No

		225

		433

		658



		Total

		3,057

		1,235

		4,292







VA-ARA classifies 71.2% of non-fracture patients as non-high risk using the hip fracture rule compared to 84.7% for the FRAX (p < 0.001 using Pearson’s Chi-square)





Table 11. Numbers of controls classified as low risk using FRAX versus VA-ARA for any major fracture rule at a cut-point of 20%



		FRAX correctly classifies as low risk

		VA-ARA correctly classifies as low risk

		

Total



		

		Yes

		No

		



		Yes

		3,229

		1,060

		4,289



		No

		1

		2

		3



		Total

		3,230

		1,062

		4,292







VA-ARA classifies 75.3% of controls as non-high risk using the any major fracture rule compared to 99.9% for the FRAX (p=NS using Fischer’s exact Chi-square)















Table 12. Numbers of controls classified as low risk using FRAX versus VA-ARA for hipr or any major fracture rule at a cup-point of 3% or 20%



		FRAX correctly classifies as low risk

		VA-ARA correctly classifies as low risk

		

Total



		

		Yes

		No

		



		Yes

		2,651

		983

		3,634



		No

		218

		440

		658



		Total

		2,869

		1,423

		4,292







VA-ARA classifies 66.8% of controls as non-high risk using the any major fracture rule compared to 84.7% for the FRAX (p =< 0.001 using Pearson’s Chi-square)





Table 13. Business Rules for identification of high risk groups

		High Risk Medication or Diagnosis

		Business Rules



		Diagnosis of Osteoporosis

		Osteoporosis is listed in the patient’s problem list. 

OR 

The patient had two or more outpatient visits encountered for osteoporosis in the last two years. 

OR 

The patient has received a prescription for alendronate, risedronate, ibandronate, zoledronic acid, teriparatide, calcitonin, denosumab, or raloxifene. 



Patients were not included in this category if they were on a bisphosphonate and had a diagnosis of Paget’s disease but not osteoporosis. Additionally, patients on raloxifene with a diagnosis of breast cancer but not osteoporosis were also not included. 



		Active Anticonvulsant Prescription or on Anticonvulsant medications for > 2 years

		 Patient has a VA dispensed outpatient prescription for phenytoin, carbamazepine, oxcarbazepine, phenobarbital, primidone, valproic acid, or valproate with a status of “active”, “suspended”, or “hold.” 

OR 

Patient has a combined lifetime months in treatment with any combination 



		Active Aromatase Inhibitor Prescription

		Patient has a VA dispensed outpatient prescription for anastrozole, exemestane, and letrozole with a status of “active”, “suspended”, or “hold.” 



		Androgen Deprivation Therapy

		Patient has ever had a procedure coded for orchiectomy within the VA. 

OR 

Patient had a prescription for a luteinizing hormone-releasing hormone (LHRH) agonist/antagonist (leuprolide, goserelin, triptorelin, degarelix) , anti-androgen (flutamide, bicalutamide, nilutamide), or abiraterone issued within the last year. 

OR

Patient had a clinic visit associated with a procedure code for injection of an LHRH antagonist/agonist in the last year. 

OR

Patient had clinical reminder documentation for LHRH agonist/antagonist administration in the last one year. 



		Chronic Steroids in the last 3 years 

		Patient was dispensed 90 days of oral glucocorticoids of any dose (betamethasone, cortisone, dexamethasone, hydrocortisone, methylprednisolone, prednisolone, prednisone, triamcinolone) within the same year anytime in the last three years. 



		Prior Hip Fracture

		Patient ever had a clinic visit encountered for a hip fracture. Visits are excluded if they were also coded with an E code that indicated that the fracture was due to trauma.



		Prior Vertebral Fracture

		Patient ever had a clinic visit encountered for a vertebral fracture. Visits are excluded if they were also coded with an E code that indicated that the fracture was due to trauma.
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