
 
 

Significant Legislative Rule Analysis 
  
 

WAC 246-869-040 & WAC 246-869-120 
a Rule Concerning Pharmacy Inspections 

 
 

January 3, 2017 
 



2 
 

SECTION 1:   
Describe the proposed rule, including a brief history of the issue, and explain why 
the proposed rule is needed. 
Pharmacy inspections are a vital part of ensuring pharmacies practice in a manner that protects 
the health, safety, and welfare of the people of Washington.  Pharmacy inspections apply to the 
physical pharmacy facilities that dispense or prepare medications, as well as the equipment, 
supplies and pharmaceuticals located within those pharmacies. Pharmacy inspections are 
conducted using a point-based system to evaluate compliance with federal and state regulations. 
Last updated in 1992, the inspection system described in current rule is no longer consistent with 
the practice of pharmacy and requires reassessment.  
 
The pharmacy inspection system currently described in WAC 246-869-190 consists of three 
rating classifications: “Class A” for inspection scores 90 to 100; “Conditional” for inspection 
scores 80 to 89; and “Unsatisfactory” for inspection scores below 80. To implement this rating 
system, the Commission developed an inspection worksheet that is used by Department of 
Health (department) pharmacy investigators. The worksheet broadly attributes points to different 
categories and functions within the practice of pharmacy.  The use of this worksheet and system 
has resulted in variation and the potential for subjective assignment of points, creating 
inconsistencies in the way pharmacies are evaluated, and how deficiencies are corrected. It has 
also increased the possibility of uncorrected patient safety issues when the intent of the system 
was objective evaluation. For example, a pharmacy may have expired drugs on its shelves, 
resulting in a violation that carries a maximum five point deduction.  If the pharmacy is 
otherwise in compliance, or has few additional deficiencies, it may still pass inspection with a 
score of 90-95, despite the potential patient safety issues present. 
  
The Commission conducted three listening sessions to discuss defects in the current system, and 
explore options for more effective systems. Through those meetings, the Commission 
determined a system overhaul was necessary.  The Commission specifically determined the 
pharmacy inspection process should be consistent with the notice of deficiency/plan of correction 
model currently in place for other department facility inspections processes. For further 
guidance, the Commission reviewed the State of Oregon’s Board of Pharmacy inspections 
process and inspection model.  In addition to using a notice of deficiency/plan of correction 
model, the State of Oregon also uses self-inspections as part of their process. The Commission 
felt including self-inspections in their process helps lead to a system of continuous quality 
improvement and would add an educational component to our own inspection process.  
 
The proposed rules are necessary to reflect changes in pharmacy practice, and improve 
regulatory relationships.  They bring the rules current with industry standards and align 
pharmacy inspections with other inspection processes followed by the department. 

 
 
SECTION 2: 
Is a Significant Analysis required for this rule? 
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Yes.  As defined in chapter 34.05 RCW, the Commission has determined the proposed rules 
would result in significant amendments to a policy or regulatory program, and so require a 
significant analysis.  Violation of the proposed rules may also result in a possible penalty or 
sanction. 

 
 
SECTION 3: 
Clearly state in detail the general goals and specific objectives of the statute that 
the rule implements. 
The general goals and objectives of chapter 18.64 RCW are to provide the Commission with the 
authority to regulate the practice of pharmacy and the ability to enforce all laws placed under its 
jurisdiction.  RCW 18.64.005 achieves this through various mechanisms provided in the statute 
such as requiring the Commission to establish qualifications for the issuance of licenses, and 
adopting rules for the dispensing, distribution, wholesaling, and manufacturing of drugs, and 
devices. RCW 18.64.005(6) requires the Commission to assist enforcement agencies of the state 
in enforcing all laws pertaining to the practice of pharmacy. The Commission achieves this 
through regular inspection of all licensed facilities under its jurisdiction. Commission regulation 
of the practice of pharmacy protects and promotes public health, safety, and welfare.   
 
The proposed rules implement the statutes objectives and authority by:  
 

A. Defining clear pharmacy inspection criteria, processes, and standards;  
B. Supporting the overarching goal of chapter 18.64 RCW by providing the Commission 

with the authority to regulate the practice of pharmacy, and overseeing pharmacy 
inspections;  

C. Implementing a system that requires a continuous quality improvement by requiring 
Plan of Correction to address areas of noncompliance and implementation of that 
plan; and  

D. Amending rules as are necessary to protect and promote public health, safety and 
welfare. 

 
 
SECTION 4: 
Explain how the department determined that the rule is needed to achieve these 
general goals and specific objectives.  Analyze alternatives to rulemaking and the 
consequences of not adopting the rule. 
 
The rule is needed to achieve the goals and objectives of RCW 18.64.005 by ensuring that 
pharmacies are operating within specific safety guidelines designed to protect public health, 
safety and welfare established in statute and rule. 
 
The Commission received complaints related to inconsistencies in the application of the point-
based system, including comments that the system was outdated, and general frustration with the 
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process.  The Commission initiated rulemaking in early 2015 in an effort to engage in additional 
stakeholdering and research.  In fall 2015, the Commission determined rules relating to the 
inspection process needed to become a priority.  There are no alternatives to rulemaking because 
the subject matter of this proposed rule is statutorily required and already in rule.  
 
If the proposed rules are not adopted, the Commission and licensees will continue to struggle 
with an outdated inspection process. This will increasingly strain the relationship between the 
Commission and the regulated community. More importantly, patients could face the risk of 
frequenting a pharmacy that may appear to be a Grade A passing pharmacy when in fact that 
pharmacy has patient safety issues that did not rise to the level needed to receive a lower score. 
This new system requires pharmacies to address all deficiencies supporting a concept of 
continuous quality improvement. 

 
 
SECTION 5: 
Explain how the department determined that the probable benefits of the rule are 
greater than the probable costs, taking into account both the qualitative and 
quantitative benefits and costs and the specific directives of the statute being 
implemented. 

1. WAC 246-869-040 – New Pharmacy Registration (Amended) 
 
Description of proposed rule: The current rule requires a pharmacy to pass inspection prior to 
the issuance of a license. This made it possible for a pharmacy with a score of 89 or below to be 
required to make changes while a pharmacy of 90 or above was not required to make changes, 
even if the noted deficiencies were public safety risks. The proposed rule amendments make 
changes to reflect overall updates in the inspections process and are designed to align with the 
current practice of pharmacy.  Specifically, the rule revises language regarding what type of 
inspection needs to occur before an applicant will receive a new pharmacy license, rather than an 
achieved score, while framing the scope of services.   
 
Cost/Benefit Analysis: There may be costs associated with the proposed rule. A pharmacy will 
now be required to address all noted deficiencies, and costs may be incurred to bring the 
pharmacy into compliance.  
However, the range of noted deficiencies may include compliance issues involving minimal 
change, such as adjusting the temperature of a refrigeration unit to completely rebuilding a 
structure within a pharmacy. Licensees are generally expected to be in compliance with all laws 
and rules, and efforts to remain in or regain compliance status with respect to equipment, 
facilities, supplies and pharmaceuticals is critical. Even though compliance activities may 
broadly span a collection of deficiencies from major to minor, such compliance is necessary to 
protect the public.  
The proposed langue outlines how the commission will determine compliance. Shifting the focus 
of an inspection and requiring all deficiencies to be remedied will greatly benefit and protect the 
public.  The public will be assured that pharmacies both in their community and as part of their 
clinical care are up to standard, and operate with their health and safety in mind. 
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2. WAC 246-869-190 – Pharmacy Inspections (Amended) 
Description of proposed rule: The proposed rule adds a new requirement for pharmacies to 
perform and complete a self-inspection worksheet annually.  The worksheet will be made 
available by the Commission to licensees annually and must be completed by the responsible 
manager of the pharmacy in March of each year. The worksheet is to be maintained and kept on 
file with the pharmacy for two years. The rule also provides that a change in a pharmacy’s 
responsible manager triggers the completion of a new self-inspection worksheet within thirty 
days of hire of that manager, regardless of the month that role is assumed.  
 
The proposed rule also amends WAC 246-869-190 by adding language outlining the conversion 
of the existing rule from a point-based system to a notice of deficiency/plan of correction system.  
The proposed rule specifically requires all deficiencies identified at the end of a department 
inspection to be noted on a notice of deficiency, and that those deficiencies should be promptly 
remedied.   
 
The proposed rule requires licensees to submit a plan of correction to the Commission for 
review.  The Commission, or its designee must then notify the licensee if the plan of correction 
adequately addresses the deficiencies noted.  
 
Finally, the proposed rule also removes the requirement to post an inspection certificate on the 
pharmacy facility premises.  
 
Cost/Benefit Analysis:  With the proposed amendments, responsible managers will be 
completing a self-inspection form each year, and will be aware of the areas that need to be fixed 
prior to the inspection by the department. If the pharmacy addresses these shortcomings on their 
own timeline versus with a notice of deficiency, it is anticipated that this should cost less than an 
unexpected deficiency that needs to be corrected in a timely manner.  With the department 
investigators and pharmacies using similar forms, there should be better communication and 
more consistency on expectations for pharmacy compliance with all laws and rules. 
 
Department inspections of pharmacies are unannounced so there is no information on the amount 
of time it takes for a pharmacy to prepare for an inspection.  The proposed amendments adding 
completing the self-inspection forms may result in minor administrative costs to licensees.  The 
revised worksheets to be used for pharmacy inspections were developed with stakeholder input. 
Feedback from stakeholders and others indicated that completion of the worksheets would not 
add significantly to workload.  However, a responsible manager will be required to take time to 
adequately fill out one or more worksheets for their respective pharmacy.  Additionally, having a 
new manager do a self-inspection will likely improve their compliance with law by identifying 
deficiencies they might not been aware of from a previous management. Completing the self-
inspection forms may reduce the amount of time pharmacies spend preparing for the inspection. 
 
There are no additional costs assumed for the requirement to save the worksheets for two years 
because licensees already keep original prescription and refill records for a minimum of two 
years as required in WAC 246-869-100. 
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While more research is needed to determine what costs, if any this will impose, when balanced 
against the overall goals of ensuring patient health, safety and welfare, these minor 
administrative tasks will impose little to no burden on the regulated community.  

 

SECTION 6: 
Identify alternative versions of the rule that were considered, and explain how the 
department determined that the rule being adopted is the least burdensome 
alternative for those required to comply with it that will achieve the general goals 
and specific objectives state previously. 
The Commission worked closely with stakeholders over a protracted period of time to minimize 
the burden of these rules. Stakeholders were provided with three opportunities to participate in 
listening sessions, provide suggested rule changes and make comments. During these sessions, 
several versions of the rule were provided to the Commission. After careful consideration for 
impact on patient safety as well as the licensee, some of the proposals were accepted while 
others were not. Mutual interests were identified and considered through deliberations.  

Least Burdensome Determination  
The Commission’s stakeholdering process encouraged parties to:  

 
• Identify burdensome areas of the existing rules;  
• Propose initial or draft rule changes;  
• Refine those changes.  
• Consider impact to patient safety of any changes. 

The proposed rule changes went through several stages of edits, review, and discussion and then 
further refinement before arriving at the final proposal. The end result of this process are 
proposed changes that will provide increased rule clarity, guidance and will ultimately be less 
burdensome than the original rules. Specifically, during the listening sessions with stakeholders, 
four possible inspection models were explored, as presented below.   
 

Inspection Model 
Description Discussion 

Accepted/ 

Rejected 
Reasoning 

1. Leave point-based system as it 
currently exists (consider briefly 
describing what currently exists). 

Consideration of whether updating current 
rules to better align with practice of 
pharmacy would improve this option. Does 
not correct problem of leaving some minor 
deficiencies uncorrected.  

Rejected Stakeholders unsatisfied with current model and 
seek change. Leaving the point system in place 
does not fully implement the continuous 
improvement of correcting all deficiencies. 

2. Leave point based system as it 
exists, but allow points to be 
distributed based on clearly 
articulated activities related to 
patient safety.  

Consideration of whether updating current 
rules to better align with practice of 
pharmacy would improve this option. Does 
not correct problem of leaving some minor 
deficiencies uncorrected. 

Rejected The commission and stakeholders agreed that even 
if points were reallocated the system itself was 
outdated, and a number of pharmacies have 
adjusted to inspections from the Joint Commission 
and the Department of Health that follow a notice 
of deficiency model. Leaving the point system in 
place, does not fully implement the continuous 
improvement of correcting all deficiencies. 

 

3. Hybrid of points and notice of 
deficiency model where points 
are still deducted in some areas 

 This would allow for points and Grade “A” 
classifications but would differentiate 
between “administrative” violations and 

Rejected Stakeholders felt this would be too cumbersome to 
create, and possibly too complex to implement.  
The desire in changing the process was to provide 
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but a plan of correction is 
required in other areas.  

 

“patient safety” violations.  It would prove 
challenging how to distinguish between the 
two when some administrative violations 
when reoccurring could turn into a patient 
safety issue. 

greater clarity and expectations for the licensees 
and support correcting deficiencies. 

 

4. Notice of deficiency / Plan of 
Correction model   

Entirely remove the point-based system from 
rule, modeled after the pharmacy inspection 
process currently used in Oregon and other 
DOH facilities. Oregon uses a notice of 
deficiency/plan of correction model with the 
requirement for self-inspection forms to be 
completed each year. 

Accepted  Best course of action, most efficient, and more 
easily understood process. Supports continuous 
quality improvement and patient safety. Oregon 
was then used as the example and template moving 
forward through the drafting of rule language and 
self-inspection forms. 

 
Additionally, stakeholders identified and discussed several portions of rule drafts pertaining 
specifically to amendments proposed for WAC 246-869-190 that could be burdensome: 

Issue Related to Amended WAC 246-869-190 Level of Burden 
Time of year to fill out a self-inspection form. The proposed rule may create a minimal administrative burden. February 1st was 

proposed, to mirror Oregon’s standard, but stakeholders and the Commission 
settled on the worksheet needing to be filled out in March of each year.  This was 
to allow more time after the beginning of the year rush to adequately perform a 
full facility self-inspection. 

Record retention timelines The proposed rule may create a minimal administrative burden. Three years was 
initially proposed. Record retention was left at two years to be consistent with 
other record keeping standards, even though with the backlog of inspections that 
currently exists it can be three years until a pharmacy is re-inspected. 

Time period for a newly hired responsible manager to fill out a self-
inspection form.   

The proposed rule may create minimal administrative burden. Initially the 
Commission and stakeholders discussed mirroring Oregon inspection standards, 
which requires a new responsible manager to perform a new self-inspection 
within 15 days of being hired.  It was discussed that this short timeframe would 
be burdensome on newly hired employees, and the Commission decided a 30 day 
requirement would help alleviate and reduce that burden. This should have the 
result of improving the ongoing compliance for new responsible managers. 

Timelines for submission of plans of correction. Initially it was proposed to have two timelines for submission of plans of 
correction.  These timelines were associated with deficiencies that were either 
“significant” or “not significant” threats to public health and safety.  It was 
determined it was in the best interest of the public and licensees to remove this 
bifurcated system and rely on the Commission’s flexible guidelines to determine 
when a plan of correction needs to be submitted.  This flexibility would allow the 
commission to require immediate action in cases of significant deficiencies. If 
there is not correction of identified deficiencies these could be sent to the 
commission for consideration and potential action.  

 

 

SECTION 7: 
Determine that the rule does not require those to whom it applies to take an 
action that violates requirements of another federal or state law.   
 
The rule does not require those to whom it applies to take an action that violates requirements of 
federal or state law.  The rules require pharmacies and facilities to follow applicable state and 
federal laws and rules. 
 

 
SECTION 8: 
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Determine that the rule does not impose more stringent performance 
requirements on private entities than on public entities unless required to do so 
by federal or state law. 
The rule does not impose more stringent performance requirements on private entities than on 
public entities.   

 
SECTION 9: 
Determine if the rule differs from any federal regulation or statute applicable to 
the same activity or subject matter and, if so, determine that the difference is 
justified by an explicit state statute or by substantial evidence that the difference 
is necessary. 
The proposed rules do not differ from any federal regulation or statute applicable to the same 
activity or subject matter. 
 

 
SECTION 10: 
Demonstrate that the rule has been coordinated, to the maximum extent 
practicable, with other federal, state, and local laws applicable to the same 
activity or subject matter. 
The proposed rules require all pharmacies to comply with all applicable state and federal laws 
and rules applicable to the practice of pharmacy.  


