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Executive Summary:


This proposal accepted by Council February 1st, 2010 is a revision of existing technician checking and verifying program frameworks in Manitoba. The working group included stakeholders who were charged with the task of proposing a revised framework for validation and quality assurance monitoring of pharmacy technician verification tasks that would be compatible with the existing Act and Regulations as well as the new Act (Bill 41) and proposed Regulations.  

In brief, the Technician-Verify-Technician Working Group (TVT-WG) recommended that a pharmacy technician who meets the eligibility requirements shall be permitted to carry out assigned verification tasks (i.e.: “independent double check”) within the limits specified by the pharmacy in which s/he works and within the framework approved by the regulatory authority. Additionally, the TVT-WG recommended that a pharmacy manager shall make application to the regulatory authority for use of a Technician-Verify-Technician (TVT) Program, and the application shall define:

a) Eligibility criteria for pharmacy technicians who will be validated; and,
b) Categories of verification, including limits of validation or task assignment that may be appropriate to the circumstances; and,  

c) The training process; and,
d) Assessment process(es) to be used when validating verification skill; and, 
e) Quality assurance process(es) that exist or that will be put in place (see definitions in Appendix 2); and,
f) Record keeping processes, unless they fall within regulatory requirements


Finally, the Working Group proposed the deletion of existing Technician-Check-Technician (TCT) Guidelines (unit dose cart fill checking) after a reasonable timeframe, and consolidation of existing TVT pilot programs (repackaging and compounding checking) after a reasonable timeframe under the proposed revised TVT Program Framework. Creation of a unified framework and/or guidelines for assignment of verification functions will facilitate development of TVT Programs among a wider range of pharmacy practice settings that choose to use such programs, while maintaining the assurance of public protection that has been the hallmark of innovator TCT/TVT programs in Manitoba since the early 1990’s.

 “The counting and pouring now often alleged to be the pharmacist’s chief occupation
 will in time be done by technicians and eventually by automation. 
The pharmacist of tomorrow will function by reason of what he knows,
increasing the efficiency and safety of drug therapy
and working as a specialist in his own right.”
Dr. Linwood Tice1 

1 Sonnedecker G., Kremers E. Kremers and Urdang’s history of pharmacy. 4th ed. Madison, WI: American Institute of the History of Pharmacy; 1976:241.     

Background Discussion (Working Group Feb 2010)
The role of a pharmacist in North America has been evolving over many decades, with the recent focus shifting from distributive to clinical tasks. Pharmacy managers have fostered this evolution by transitioning technical tasks traditionally performed by pharmacists to pharmacy technicians. In Manitoba, the Pharmaceutical Act that regulates the practice of pharmacy does not recognize pharmacy technicians or provide for the assignment of tasks performed by a pharmacist to technicians. However, in the 1990’s, hospital pharmacy managers in Winnipeg recognized that there were many technical (e.g., checking) tasks that could be safely assigned to pharmacy technicians under controlled conditions.(Becker 1978; Woller 1991) It had been documented in the literature that pharmacy technicians could check unit dose carts accurately. A cross-country survey revealed that many hospital pharmacies (Capital Health, St Paul’s Hospital, and Queen Elizabeth II Health Sciences Centre) were also in the process of assigning checking functions to pharmacy technicians. The Manitoba Pharmaceutical Association (MPhA) Council supported the assignment of unit dose cart checking to pharmacy technicians in the early 1990’s. It was the first step to officially recognize the work of qualified pharmacy technicians in Manitoba. Criteria for technician-check-technician programs within institutional drug distribution (unit-dose cart fill) systems have remained relatively unchanged since initial approval, and can be found in the MPhA Policy Document (September 2003 version).  

By the late 1990’s, based on well-documented evidence when using technician checkers for unit dose cart filling plus newer information gathered from the literature and other Canadian pharmacies, St Boniface General Hospital proposed a process for validating technicians who could be assigned to check repackaged medications and batch prepared (compounded) sterile products (see Suggested Readings in Appendix 1). The process was comprehensive and practical to implement. It was presented to MPhA and was subsequently approved in early 2000 by MPhA Council as a pilot project. St Boniface Hospital commenced using validated technicians for repackaged and compounded products in June 2000. Minor modifications have been made to the procedures over the years but essentially the process is the same today. The process has been adapted and adopted successfully by multiple hospital sites across Winnipeg and Manitoba. Over the course of almost 15 years of technician checking experience in Manitoba, it can be stated anecdotally that pharmacy technicians have been accurate at the assigned checking tasks. Occurrence reports and audits done at St Boniface, and Concordia hospitals, and Brandon Regional Health Centre among others, have demonstrated that a combination of validating verification (checking) skill plus a quality assurance program provides safe and effective conditions for assignment of verification functions to pharmacy technicians. Perhaps equally importantly, reassigning verification tasks to pharmacy technicians has enabled pharmacists to perform direct patient care functions on a more frequent basis, thereby improving patient safety and overall care.(Bond 2002, 2006, 2007) 
The MPhA is in the final stages of revising the regulations to the Pharmaceutical Act (Bill 41). In the interim, until these discussions reach a conclusion, there remains a need for pharmacies to assign technical verification tasks to qualified pharmacy technicians. To address this issue, a Technician-Verify-Technician (TVT) Working Group was struck by stakeholders at the recommendation of the MPhA Field Office and Standards of Practice Committee. The TVT Working Group was charged with the task of proposing a revised framework for validation and quality assurance monitoring of pharmacy technician verification tasks that would be compatible with the existing Act and Regulations, but also compatible with the new Act and proposed Regulations. 

Principles
A pharmacy manager shall define which technical checking processes may be assigned to a pharmacy technician. A pharmacy manager shall not permit a validated checker to verify his or her own work.
A pharmacy manager shall develop a program for and make application to the regulatory authority for use of a TVT Program, in order that eligible pharmacy technicians may be assigned to carry out TVT tasks (“independent double check”, as defined in Appendix 2).

A pharmacy technician shall be permitted to carry out assigned verification tasks (i.e., “independent double check”) within the limits specified by the pharmacy in which s/he works and within the framework approved by the regulatory authority

The pharmacy manager will assume overall accountability for the TVT program.
Requirements to Establish an Approved Technician-Verify-Technician Program
A pharmacy manager who uses a Technician-Verify-Technician program shall define:

a) Eligibility criteria for pharmacy technicians who will be validated; and,
b) Categories of verification that are proposed to be assigned to eligible pharmacy technicians, including limits of validation or verification assignment that may be appropriate to the circumstances; and,
c) The training process; and,
d) Assessment process(es) to be used when validating a technician’s verification skill; and,
e) Quality assurance process(es) that exist or that will be put in place (see definitions in Appendix 2); and,
f) Record keeping processes, unless they fall within regulatory requirements.
a) Eligibility
A pharmacy technician shall be eligible to perform assigned verification tasks if s/he has successfully completed the PEBC Pharmacy Technician Qualifying Examination Part 1 and Part 2 or has successfully completed the pharmacy’s standard validation assessment; and,
· completes a defined training program; and,
· has worked sufficient hours to maintain competence in the function, as defined by the pharmacy manager; and,
· demonstrates on an ongoing basis a commitment to exemplary accuracy in verification tasks, as defined by the pharmacy manager 

b) Categories of verification for the purposes of TVT Validation
Verification tasks shall be divided into the following categories for the purposes of TVT Validation:
· Repackaging: verifying the contents of a container (e.g., strip packaging, 30 g ointment pots created from a 454 g container, a refilled vial, an interim dose, etc.).
· Compounding: verifying the constituents and quality of a compounded product against an approved written procedure or compounding record (recipe).
· Repackaging and Compounding (verifying the contents of a container as above, as well as constituents and quality of a compounded product) 

c) Definition of Training Processes

The training process shall define the required knowledge, skills and attitudes to be attained through any combination of didactic or other materials, examination, or practical training.
d) Requirements for Assessment Process(es) used to Validate Verification Skill

1. Procedures shall ensure that the assessment process used to validate a technician’s verification skill is: 
a. reliable (consistency of assessment; the assessment can be depended upon to achieve the same result every time the assessment is used), and
b. valid (the assessment measures only the intended checking competencies), and
c. equitable (assessment is done by competent assessors using objective measures), and
d. non-prejudicial (the assessment is able to be applied equally to all persons for whom the assessment was designed and who seek or are required to undergo the assessment; in other words, the assessment procedures do not discriminate on the basis of gender, belief systems, duration of residence in the province of Manitoba, work experience in hospital versus community settings,  etc.), and
e. transparent (processes and procedures used to select and assess competencies are fully disclosed – this does not mean that the exact items or exam content being assessed would be made known to candidates, but rather that candidates undertaking the assessment would be aware of how the assessment will be conducted), and
f. secure (processes are in place to maintain confidentiality of items used to assess candidates, to prevent cheating or erroneous scoring of assessments). 
2. The assessment used to validate checking skill shall:
a. consist of simulated checking tasks and problems that are relevant to practice and for which the assignment of verification is planned; and, 
b. simulations shall capture important elements of checking critical for public protection (Appendix 3) ; 
c. critical checking steps shall be represented among a sufficient number of test items  that there can be confidence in the reliability of the test being conducted; and, 
d. a Test Template associated with such an assessment shall be approved by the regulatory authority 
3. In the event that the candidate is unsuccessful in achieving validation, a pharmacy shall define the number of additional attempts that shall be permitted in order to become validated. 
4. A candidate for validation shall not repeat the same version of the assessment to which s/he has previously been exposed (i.e., a different version of the assessment shall be used for each attempt).
5. A process shall be in place to ensure on an ongoing basis a commitment to exemplary accuracy in verifying products. 
e) Technician-Verify-Technician Program Quality Assurance

1. A pharmacist shall be responsible for the TVT Program’s quality assurance process.

2. The pharmacist or delegate who is certified shall:

a. Maintain an internal near miss reporting system for errors that involve validated technician verifiers.
b. Record and monitor medication occurrences that involve products verified using a TVT Program.
c. Maintain guidelines that define inadequate performance of a technician verifier working within the provisions of the TVT Program.
f) Record Keeping 

1. The manager shall maintain a list of validated personnel, to consist minimally of:  the employee’s name, employee number or other acceptable identifier, effective date(s) of validation, and date(s) upon which validation was withdrawn (if applicable). 
2. The pharmacy manager or designate  shall maintain TVT Program records for a period required by the regulatory authority.
3. Reports shall be submitted upon request of the regulatory authority.
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Appendix 2: Definitions (provided in reference to the issues described in this document)
	Assessment
	The method used to substantiate that a person possesses the requisite knowledge, skill or ability (e.g., an examination, direct observation of performance, etc.) 


	Checking
	See “verify”

	Compounding TVT
	Compounding is generally agreed to be the mixing of ingredients in such a way as to fit the unique needs of a patient (e.g., reconstitution of an oral suspension; reconstitution of a parenteral medication or admixture of an IV medication; dilution or extemporaneous preparation of a topical or systemic dosage form, etc.).  


	Dispense
	To provide a drug pursuant to a prescription. (Manitoba Pharmaceutical Act) NOTE: “Dispense” does not include the administration of a drug, nor does it include the “final check” (Bill 41 Regulations – Issues and Options Analysis. Issue #3: Pharmacy Technicians Sept 10, 2009 (revised) p.3). Available: http://napra.ca/Content_Files/Files/Bill_41_Regulations_PWCAnalysis_Issue3_Pharmacy_Technicians_Sept_10_2009.pdf  (Last accessed September 16, 2009)


	Final Check
	Performing a final check on the packaging or re-packaging of drugs, container selection, and labeling generated by another technician, student or intern as defined in the Act or its Regulations, prior to dispensing (proposed new Manitoba regulations 52(4c)) (see also Independent Double Check) ((Bill 41 Regulations – Issues and Options Analysis. Issue #3: Pharmacy Technicians Sept 10, 2009 (revised) p.3). Available: http://napra.ca/Content_Files/Files/Bill_41_Regulations_PWCAnalysis_Issue3_Pharmacy_Technicians_Sept_10_2009.pdf (last accessed September 16, 2009)


	Independent Double Check
	The preferred term for “final check”; a process in which a second authorized individual conducts verification. Such verification can be performed in the presence or absence of the first authorized individual. In either case, the most critical aspect is to maximize the independence of the double check by ensuring that the first authorized individual does not communicate what he or she expects the second authorized individual to see, which would create bias and reduce the visibility of an error. (Institute for Safe Medications Practices Canada, 2005, cited in Professional Competencies for Canadian Pharmacy Technicians at Entry to Practice. Ottawa (ON): National Association of Pharmacy Regulatory Authorities. Sept 2007). Available: http://napra.ca/Content_Files/Files/Professional_Competencies_for_Canadan_Pharmacy_Technicians2007.pdf (last accessed August 24, 2009)


	Near Miss
	Any process variation that does not affect the outcome, but for which recurrence carries a significant chance of serious adverse outcome. Also called “good catch” (Sentinel events. Oakbrook Terrace (IL): Joint Commission on the Accreditation of Healthcare Organizations). Available: http://www.jointcommission.org/NR/rdonlyres/F84F9DC6-A5DA-490F-A91F-A9FCE26347C4/0/SE_chapter_july07.pdf (last accessed August 24, 2009)


	Quality Assurance
	All actions (tests, checks), usually reviewed retrospectively, that are done with a goal of ensuring that standards and procedures are adhered to and that delivered products or services meet performance requirements; a reactive, retrospective, policing, and sometimes punitive process that often involves determining who is at fault after something goes wrong. Examples include: end product testing; direct observation of performance; “pop” quizzes; audits of time, temperature, video, voice, batch, lot or proficiency records or recordings, etc. Available: http://patientsafetyed.duhs.duke.edu/module_a/introduction/contrasting_qi_qa.html (last accessed September 16, 2009) Contrasted with “quality improvement” 


	Quality Improvement
	Planned, prospective and retrospective reviews that are aimed at improvement -- measuring where you are, and figuring out ways to make things better; it specifically attempts to avoid attributing blame, and aims to create systems to prevent errors from happening. Available: http://patientsafetyed.duhs.duke.edu/module_a/introduction/contrasting_qi_qa.html (last accessed September 16, 2009)


	Repackaging 
	the physical transfer of a substance or mixture from one container to another container(s) in preparation for distribution (e.g., from one or more manufacturer’s bottles into a unit-dose strip package, blister card package system, etc.; from a bottle of suspension into an oral syringe(s); by moving medication from a bulk supply into, for example, a 30 day supply prescription vial; from a bulk container to, for example, a 30g ointment pot(s); from a vial, ampoule, bottle or bag of parenteral medication to a syringe, etc.; from bulk unit dose or other storage to the organization’s approved container(s) for transportation of interim doses, multi-dose units, unit dose carts, etc.; refill drawers, bottles, cards or vials, etc.)


	Validate (validation)
	To substantiate (e.g., that a person possesses the requisite knowledge, skill or ability); assessments (tests, examinations) are used to validate knowledge, skills or abilities 


	Verify (verification) 
	To prove the truth or correctness of (e.g., another person’s work); often used interchangeably with “check/checking” 


Appendix 3: Critical verification errors that shall be highly represented among test items in an assessment used for TVT Validation regardless of assessment method used

It is generally accepted that items with a high event rate, high criticality, or a predetermined combination of frequency and criticality should be included in a competency assessment of the type required for checker validation. For a test to be valid and reliable, a structured process should be used to identify the errors that will be exposed to the person being assessed. The method most commonly used in structured high stakes competency assessments is to identify the frequency of the event and the criticality of the event should it arise and be handled incorrectly in practice. The assessment then ensures that a certain number of such events are exposed to the person during the assessment. Events that occur with very low frequency and that have low criticality are generally not included on such assessments. 


Although technician checkers would be validated for a full range of possible errors, it would not be possible nor would it be practical to include all types of errors in a test. We used a structured, accepted process to establish criticality of test items.  Based on this analysis, critical check steps in the tables below are recommended to be highly represented among test items regardless of test method, because they meet the following definition: 
A critical item is one that, if missed by a checker and not identified elsewhere in the medication administration process, would certainly or almost certainly cause patient injury or death
It should be noted that this list does not include all aspects of checking carried out in a regular work day. Other checking steps could be added to a test if applicable to the pharmacy and its processes.
Repackaging Validation: Critical Verification Errors
	Simulated Test Item:  Aseptic Product Repackaging Verification

	Correct label on syringe/minibag/bag?

	Correct auxiliary label on syringe/minibag/bag?

	Correct volume in syringe?

	No leakage of syringe/minibag?

	Clarity/quality of finished product?

	Correct quantity of finished product in the entire batch?


	Simulated Test Item: 
Oral or Topical Dosage Form Compounded Product Repackaging Verification

	Correct label?

	Correct auxiliary label?

	Correct quantity (weight, volume)?


	Simulated Test Item:
Interim, Multi-Dose, Refill or CIVA/Unit Dose Cart Fill Repackaging Verification 

	Per label (if applicable) and/or batch sheet, container has: 

a) Correct drug?

	b) Correct dose?

	c) Correct quantity (volume)?

	d) Correct label and auxiliary label (if applicable)?


	Simulated Test Item: 

Oral or Topical Dosage Form Re-packaging Verification

	Only ONE prepackaging “SET UP” per batch bin?

	Batch prepackaging card matches items being checked?

	Correct ITEMS used to re-package batch (all source containers must be checked):

a) Correct DRUG?

	b) Correct STRENGTH?

	c) Correct CONTAINER for drug being repackaged?

	d) Correct AMOUNT of drug used to prepare batch?

	Correct LABEL(s) on repackaged items? 

a) Correct DRUG NAME?

	b) Correct DRUG STRENGTH?

	c) Correct BATCH EXPIRY DATE?

	d) Correct AUXILLIARY LABEL(S)?

	e) LABEL and BARCODE IS LEGIBLE on all packages?

	Quality of repackaged PRODUCT:

a) Visual inspection of drug in container matches drug in original manufacturer container?

	b) All containers (packages) have the required amount of product?

	c) Container is intact (no tears or breaks in strip packages)?

	d) Container is securely capped (vial, oral syringe, ointment pot) or sealed (strip or blister package)

	e) Product is intact OR fraction matches labeled quantity (e.g., half-tablet packs)?

	f) Container contains no chips, lint or contaminants 


Compounding Validation: Critical Checking Errors
	Simulated Test Item: Aseptic Compounding “In Process” Check

	Correct recipe?

	All drugs, reconstitution vehicles and diluents are within the expiry date?

	Label is correct?

	Correct drug and drug strength/diluent/reconstitution vehicle?

	Correct diluent volume run on the repeater pump?

	Correct reconstitution volume and vehicle (includes Level Check Method)?

	Correct volume of drug added to diluent bags?

	Correct volume of repeater pump setting?

	Correct volume of drug added to minibags (requires visual check for each bag compounded)?


	Simulated Test Item: Oral or Topical Dosage Form Compounding: “In Process” Verification

	Correct recipe?

	Correct ingredients?

	Correct calibration of measuring device?

	Correct quantity (weight, volume) of ingredient(s)?

	Correct label?

	Correct quality of resulting product (e.g., ingredients are suspended, dissolved, or uniformly incorporated as appropriate to compound being made; no contaminants)
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