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Executive Summary

Specialty pharmacy is the fastest-growing segment of the U.S. pharmaceutical market.
Specialty drugs now account for over half of total drug spending in the United States,
despite serving a relatively small percentage of patients. For health systems, FQHCs, and
independent pharmacies looking to capture this revenue and better serve patients with
complex conditions, specialty pharmacy accreditation is no longer optional—it is a

prerequisite for participation.

Payers, manufacturers, and pharmacy benefit managers (PBMs) increasingly require
accreditation as a condition for inclusion in limited distribution drug (LDD) networks and
specialty pharmacy networks. Without accreditation, a pharmacy is effectively locked out
of dispensing many of the highest-cost, highest-need medications on the market—from

oncology biologics to gene therapies to immunomodulators.



This guide provides a practical, month-by-month implementation framework for achieving
specialty pharmacy accreditation. It is written for pharmacy directors, compliance officers,
and health system executives who need to understand both the strategic rationale and the

operational details of the accreditation process.
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1. Why Specialty Pharmacy Accreditation Matters

The case for specialty pharmacy accreditation rests on three pillars: payer access,

competitive positioning, and patient safety infrastructure.

Payer and Network Access

The most immediate driver is network access. The major PBMs—CVS Caremark, Express
Scripts, and OptumRx—require specialty pharmacy accreditation for inclusion in their
specialty networks. Without it, a pharmacy cannot fill prescriptions for many specialty
medications, regardless of its clinical capabilities. This is not a soft preference; it is a hard
gate. Manufacturers of limited distribution drugs (LDDs) similarly use accreditation as a

baseline requirement before granting access to their products.

For health-system pharmacies and FQHC-affiliated pharmacies in particular, accreditation
unlocks the ability to keep specialty prescriptions in-house rather than losing them to

external specialty pharmacies. This has significant revenue implications: a single specialty



patient on a biologic therapy can generate tens of thousands of dollars in annual

prescription revenue, along with 340B savings for eligible covered entities.

Competitive Positioning

The specialty pharmacy landscape is consolidating rapidly. National chains and PBM-
owned specialty pharmacies dominate market share, but accredited health-system and
community pharmacies have a genuine competitive advantage: proximity to prescribers,
access to medical records, and integration with the broader care team. Accreditation
validates these strengths and gives payers confidence that the pharmacy can manage the

clinical complexity that specialty drugs require.

Patient Safety and Clinical Outcomes

Beyond the business case, accreditation standards exist because specialty medications
genuinely demand a higher level of pharmacy practice. Many require cold-chain
management, Risk Evaluation and Mitigation Strategies (REMS) compliance, complex
dosing protocols, and ongoing clinical monitoring. Accreditation ensures that pharmacies
have the infrastructure, training, and quality systems to handle these requirements safely.
Adverse events in specialty pharmacy can be catastrophic—both for patients and for the

pharmacy’s ability to continue operating.

Key Takeaway: Accreditation is simultaneously a business requirement and a clinical
imperative. Organizations that treat it as merely a checkbox exercise will struggle both

in the survey process and in sustaining compliance afterward.

2, Comparing Accreditation Bodies: URAC vs.
ACHC vs. PCAB



Three organizations dominate specialty pharmacy accreditation in the United States:

URAC (Utilization Review Accreditation Commission), ACHC (Accreditation Commission

for Health Care), and PCAB (Pharmacy Compounding Accreditation Board, now part of

the Accreditation Commission for Health Care). Each has distinct characteristics, and the

choice of accrediting body should be a deliberate strategic decision, not a default.

Criteria

Primary Focus

PBM

Recognition

Accreditation

Cycle

Standards

Structure

Estimated
Application +

Survey Cost

URAC

Broad healthcare

accreditation;

specialty pharmacy

is one of many

programs

Widely recognized
by all major PBMs

3 years

Modular; core +
specialty-specific

modules

$15,000—

$30,000+

ACHC

Healthcare
services
including
pharmacy, home

health, hospice

Recognized by
most major
PBMs; growing

acceptance

3 years

Integrated
standards with
pharmacy-

specific focus

$10,000—

$25,000

PCAB

Compounding
pharmacy (sterile
and non-sterile);
specialty overlay

available

Recognized for
compounding; less
common as
standalone specialty

credential

3 years

Compounding-
centric with quality

system requirements

$8,000—$20,000



Large health
systems;

Best Fit For organizations
needing broadest

PBM recognition

Choosing the Right Accrediting Body

Mid-size
pharmacies;
those seeking a
consultative

process

Pharmacies with
significant
compounding

operations

Before selecting an accrediting body, contact the PBMs and manufacturers whose

networks you intend to join. Ask specifically which accreditations they accept.

While URAC has historically been the most universally recognized, ACHC has

gained significant ground and is now accepted by most major payers. The cost

difference between the two can be meaningful, particularly for smaller

organizations. If your pharmacy does significant compounding work alongside

specialty dispensing, PCAB accreditation may also be required in addition to a

general specialty accreditation.

A Note on Dual Accreditation

Some organizations pursue accreditation from more than one body, particularly if they

serve diverse payer networks with different requirements. While this increases cost and

administrative burden, it can maximize network access. Before committing to dual

accreditation, quantify the incremental revenue from the additional networks it would

unlock. In many cases, a single accreditation from URAC or ACHC covers the vast majority

of payer requirements.

3. Pre-Assessment: Gap Analysis and Readiness

Evaluation



The most common mistake organizations make is jumping into the accreditation
application before understanding how far their current operations are from the required
standards. A thorough gap analysis is the foundation of a successful implementation—and

it routinely saves months of rework later in the process.

Conducting the Gap Analysis

A proper gap analysis maps every standard in the accrediting body’s requirements against
your current state. For each standard, you need to determine three things: whether you
have a policy that addresses it, whether that policy is actually implemented in practice, and
whether you have documentation to prove both. The distinction between “we do this” and

“we can prove we do this” is where most organizations discover their biggest gaps.
Common areas where pharmacies discover significant gaps include:

e Patient management protocols: Documented clinical assessment workflows,

adherence monitoring programs, and outcomes tracking for each therapeutic category

e Cold-chain management: Continuous temperature monitoring with calibrated devices,

documented excursion protocols, and backup power plans

e Adverse event reporting: Formal systems for capturing, investigating, and reporting

adverse drug events, including MedWatch submissions

e Staff competency records: Documentation of initial and ongoing competency

assessments for every staff member involved in specialty dispensing

* Quality management infrastructure: A functioning quality management program

with defined metrics, regular review, and documented improvement actions

Key Takeaway: Expect the gap analysis to reveal 40—60 discrete action items for a
pharmacy that has been operating without accreditation standards in mind. This is
normal. The gap analysis converts an overwhelming project into a manageable

checklist.



Readiness Assessment Framework

Beyond the gap analysis, assess your organizational readiness across four dimensions:

Dimension

Key Questions

Red Flags

Leadership

Commitment

Staffing
Capacity

Technology

Infrastructure

Clinical

Capabilities

Is there executive sponsorship? Is
the budget approved? Is there a
dedicated project lead?

Can current staff absorb
implementation work? Is there
budget for additional FTEs if

needed?

Does the pharmacy management
system support required
documentation? Is there a quality

management platform?

Do pharmacists have specialty
clinical training? Are therapeutic

protocols in place?

Accreditation treated as a
“pharmacy project”
without organizational

buy-in

No dedicated time
allocated; expected to be
done “on top of” existing

workload

Paper-based processes for
clinical documentation

and quality tracking

No pharmacists with
specialty disease-state

management experience

4. The Implementation Process: A 12-Month

Timeline

While some organizations complete accreditation in as few as nine months, a 12-month

timeline is more realistic and reduces the risk of rushing through critical steps. The



following framework assumes you have completed the gap analysis and selected your

accrediting body before month one begins.

Months 1—3: Foundation Building

The first quarter focuses on establishing the governance structure and developing the
policy framework. Appoint a project lead—ideally a pharmacist with both clinical and
operational experience—and form an accreditation steering committee that includes
representatives from pharmacy, compliance, IT, and executive leadership. During this
phase, draft or revise all policies and procedures required by the accreditation standards.
This typically involves 30—50 policies covering clinical operations, quality management,

patient intake, dispensing, shipping, adverse event reporting, and staff training.

Simultaneously, begin building your quality management program infrastructure. Define
your key performance indicators (KPIs), establish data collection processes, and set up the
reporting cadence you will maintain through accreditation and beyond. Accreditors want
to see that your quality program is genuinely operational, not hastily assembled for the

survey—starting early gives you months of data to demonstrate this.

Months 4—6: Operational Implementation

With policies drafted, the middle phase focuses on implementing them in daily operations
and training staff. Roll out new clinical workflows, including patient intake assessments,
refill management protocols, and clinical intervention documentation. Implement your
adverse event reporting system and begin capturing data. Install and validate any new
technology (temperature monitoring systems, shipping verification tools, clinical

documentation platforms).

This is also the phase to establish your patient management program for each therapeutic
category you intend to serve. Accreditors expect disease-state-specific protocols that
address patient education, adherence monitoring, clinical assessments, and outcomes
tracking. Each protocol should define the frequency and content of pharmacist outreach,

criteria for clinical escalation, and documentation requirements.



Months 7—9: Testing and Refinement

Conduct internal audits against every accreditation standard. Treat these as dress
rehearsals for the actual survey. Have staff who were not involved in writing the policies
review the documentation for clarity and completeness. Run mock patient scenarios
through your clinical workflows and verify that documentation captures everything the

standards require. Identify and close any remaining gaps.

During this phase, compile your accreditation application materials. Most accrediting
bodies require submission of policies, organizational charts, staff credentials, quality
reports, and other documentation well before the on-site survey. The application review
process itself typically takes four to eight weeks, so timing the submission carefully is

important.

Months 10—12: Survey Preparation and Execution

The final quarter focuses on survey readiness. Conduct a comprehensive mock survey,
ideally facilitated by someone with accreditation surveyor experience. Review every
physical space the surveyors will inspect: the dispensing area, storage facilities, shipping
stations, and consultation areas. Ensure all equipment calibration records are current, all

staff training files are complete, and all quality reports are up to date.

Prepare staff for surveyor interactions. Surveyors will interview pharmacists, technicians,
and support staff individually. Every team member should be able to articulate the
pharmacy’s quality management approach, describe their role in patient safety, and

explain key procedures in their own words—not by reciting policy language verbatim.

Timeline Reality Check

The 12-month timeline assumes an organization with basic pharmacy operations
already in place. Pharmacies starting from scratch—for example, a health system
building a new specialty pharmacy from the ground up—should plan for 15-18

months. Organizations that have been operating a specialty pharmacy without



accreditation may be able to compress the timeline to 9—10 months if their existing

workflows already align with many of the standards.

5. Quality Management Systems and PDCA

A functioning quality management system (QMS) is the backbone of accreditation—and
the area where surveyors spend the most time. All three major accrediting bodies expect
pharmacies to operate a continuous quality improvement program built on the Plan-Do-
Check-Act (PDCA) cycle.

Building the QMS Framework

Your QMS should define, at minimum, the following elements: the quality metrics you
track, how you collect data, how often you review it, who is responsible for review, how you
identify improvement opportunities, how you implement changes, and how you verify that
changes produced the intended results. This is not theoretical —surveyors will ask to see
meeting minutes, data trending reports, corrective action logs, and evidence that

improvement initiatives actually changed outcomes.
Essential quality metrics for specialty pharmacy typically include:

e Medication error rate (dispensing errors per prescriptions filled)

e Patient adherence rates by therapeutic category (measured by proportion of days covered or

medication possession ratio)
e Time to first fill (from prescription receipt to patient receiving medication)
e Clinical intervention rate and outcomes
e Adverse event incidence and reporting timeliness
e Patient satisfaction scores

e Temperature excursion rate for cold-chain products



The PDCA Cycle in Practice

Plan: Identify a quality gap through data analysis. For example, if your data shows that
time-to-first-fill for new specialty patients exceeds 72 hours, define a target (e.g., under 48
hours) and develop a hypothesis about the root cause. Do: Implement a specific
intervention—perhaps a streamlined prior authorization workflow or earlier prescriber
outreach. Check: Measure the metric again over a defined period. Did time-to-first-fill
decrease? Act: If the intervention worked, standardize it into your operating procedures.

If it did not, analyze why and begin a new cycle.

Accreditors expect to see evidence of multiple completed PDCA cycles. This is why starting
your quality program early in the implementation timeline is critical—you need enough
elapsed time to demonstrate that your QMS is not just a set of documents but a living

process that drives measurable improvement.

6. Staff Training and Competency Programs

Specialty pharmacy accreditation standards require a structured competency program that
goes well beyond basic pharmacy training. Staff must demonstrate competency not only in
technical dispensing skills but also in disease-state management, patient communication,

clinical assessment, and quality systems.

Initial Competency Assessment

Every staff member involved in specialty pharmacy operations needs a baseline
competency assessment. For pharmacists, this includes clinical knowledge of the
therapeutic categories the pharmacy serves, proficiency in clinical assessment and
monitoring, and understanding of REMS programs and specialty drug handling
requirements. For technicians, it covers specialty drug storage and handling, shipping and

cold-chain procedures, prior authorization processing, and documentation practices.



Ongoing Training Requirements

Accreditation standards typically require annual competency reassessment and ongoing

continuing education. Build a training calendar that includes:

e Disease-state education for each therapeutic category (updated when new drugs are

approved or guidelines change)
e New drug orientation sessions when the pharmacy adds a new specialty product

e Quality management training (understanding KPIs, reporting adverse events, participating

in PDCA)

e Regulatory and compliance updates (REMS changes, state board requirements, payer

policy updates)

e Customer service and motivational interviewing skills for patient-facing staff

Key Takeaway: Documentation is everything. A pharmacist may be an outstanding
clinician, but if their competency file does not contain signed assessments, training
completion records, and CE certificates, the surveyor cannot give credit. Build the

documentation habit from day one.

7. Technology and Infrastructure Requirements

Specialty pharmacy accreditation demands technology infrastructure that many general
pharmacies do not have in place. The investment can be significant, but it is both a

compliance requirement and an operational necessity.

Core Technology Requirements

Purpose Estimated

Annual Cost




. Workflow management, clinical
Specialty Pharmacy $30,000—
documentation, refill coordination,
Management Software ) o i $150,000+
prior authorization tracking

Continuous Real-time monitoring with alerts for
Temperature all refrigerated and frozen storage $3,000—%$15,000
Monitoring units

Temperature-controlled shipping

Shipping and Tracking o ) ] )
validation, delivery confirmation, $5,000—$25,000
Platform
chain-of-custody documentation
Incident reporting, CAPA tracking,
Quality Management $5,000—
audit management, metric
Software $30,000
dashboards
Patient Automated refill reminders,
$3,000—
Communication adherence outreach, secure
] $20,000
Platform messaging

Physical Infrastructure

Beyond technology, the physical environment must meet specific requirements. Dedicated
specialty pharmacy space separate from general dispensing operations is strongly
preferred by accreditors. You will need adequate refrigerated and frozen storage capacity
with backup power, a private consultation area for patient counseling (whether in person
or by phone), secure storage for controlled substances and high-cost biologics, and a clean,
organized shipping and receiving area with appropriate packing materials and

temperature-controlled shipping containers.



If your pharmacy ships medications to patients (as most specialty pharmacies do), invest
in validated shipping processes. This means testing your shipping containers and cold-
chain packaging across seasonal temperature extremes and documenting that medications
arrive within acceptable temperature ranges. Accreditors will ask to see your shipping

validation data.

8. The Site Survey: What to Expect and How to

Prepare

The accreditation survey is the culmination of months of preparation, and understanding
what surveyors look for can mean the difference between a smooth survey and a stressful

one with multiple deficiency findings.

Survey Structure

A typical specialty pharmacy accreditation survey lasts one to two days, depending on the
size and complexity of the operation. The survey generally includes four components: a
document review (policies, quality reports, training records), a physical facility inspection,
staff interviews, and observation of live pharmacy operations. Surveyors are experienced
pharmacists or healthcare quality professionals who are evaluating not just whether you
meet each standard on paper, but whether your staff understand and consistently follow

the processes.

Common Deficiency Areas

Based on industry experience, the most frequently cited deficiencies during specialty

pharmacy surveys include:

* Incomplete staff competency files: Missing signatures, undated assessments, or gaps

in training documentation



Quality program immaturity: Metrics collected but not analyzed; no evidence of

completed improvement cycles

Patient management gaps: Inconsistent documentation of clinical assessments and

interventions

Cold-chain documentation: Temperature logs with gaps, missing excursion

investigation records

Policy-practice misalignment: Policies that describe one process while staff describe or

perform a different one

Survey Day Preparation Checklist

One week before: Verify all staff files are complete and current. Print updated
quality reports. Confirm all equipment calibration is documented. Ensure the

physical space is organized and all signage is accurate.

Day of survey: Designate a point person to escort surveyors and coordinate
document requests. Brief all staff that surveyors may ask them questions and that
honest, thoughtful answers are expected. Have a conference room available for the
surveyor to review documents. Ensure all key leadership is available and not

scheduled for outside meetings.

Responding to Findings

Most surveys result in some findings—this is normal and expected. Accrediting bodies
typically classify findings as deficiencies requiring a corrective action plan. You will
generally have 30—60 days to submit your plan of correction, which must describe the root
cause of the deficiency, the corrective action taken, evidence that the correction was
implemented, and a plan to prevent recurrence. Take findings seriously but do not panic.
Accreditors expect to find areas for improvement; what matters is the quality and

timeliness of your response.



9. Maintaining Accreditation and Renewal

Achieving accreditation is a milestone, but maintaining it requires sustained operational
discipline. Accreditation is not a one-time project—it is an ongoing commitment that must

be woven into the pharmacy’s daily operations and culture.

Ongoing Compliance Activities

After achieving accreditation, the pharmacy must maintain continuous compliance with all

standards. This includes:

* Ongoing quality metric collection, analysis, and improvement activities (monthly at

minimum)
e Annual staff competency reassessments and training updates
e Regular policy reviews and updates (annually, or more frequently when regulations change)
e Continued adverse event reporting and investigation
* Periodic internal audits against accreditation standards (recommended quarterly)

e Annual program evaluation and report submitted to the accrediting body (if required)

The Renewal Cycle

Accreditation cycles are typically three years. The renewal process involves submitting an
updated application and undergoing another site survey. Organizations that have
maintained their programs consistently find renewal significantly less burdensome than
initial accreditation. Those that let their programs lapse after the initial survey—treating
accreditation as a one-time project rather than an ongoing operational commitment—

often find renewal just as difficult and costly as the first time around.

The organizations that struggle most with renewal are those that built their

accreditation program for the survey rather than for their patients. If the program is




genuinely embedded in daily operations, renewal becomes a validation of work you

are already doing—not a scramble to recreate what you did three years ago.

10. Cost-Benefit Analysis

Specialty pharmacy accreditation requires meaningful investment. Organizations should

enter the process with clear expectations about both costs and returns.

Implementation Cost Ranges

Cost Category Estimated Range Notes
Accreditation
Varies by accrediting body and
Application and $10,000—$30,000 )
pharmacy complexity
Survey Fees
Consulting Support Ranges from targeted gap analysis
$15,000—$75,000 ) )
(if used) to full implementation support
$50,000— )
Specialty pharmacy software,
Technology Systems $200,000 (first o )
monitoring, quality platforms
year)
Depends heavily on current state;
$10,000— ) .
Facility Modifications may include storage, consultation
$100,000+
areas, security
Additional pharmacist and/or
Staffing $80,000—
technician FTEs for clinical
(incremental) $200,000/year

programs



Specialty certifications, disease-

Staff Training $5,000—$20,000 o

state training, CE programs
Total First-Year $170,000— Wide range reflects organizational
Investment $625,000+ size and starting point

Revenue and Savings Potential

The return on accreditation investment comes from multiple sources. Direct dispensing
revenue from specialty prescriptions is the most significant: depending on volume and
therapeutic mix, a specialty pharmacy can generate hundreds of thousands to millions of
dollars in annual prescription revenue. For 340B-eligible organizations, the savings are
amplified substantially, as specialty drugs purchased at 340B ceiling prices and dispensed
to eligible patients represent the single largest source of 340B program savings at many

covered entities.

Additional financial benefits include improved patient retention (keeping specialty
patients within the health system rather than losing them to external specialty
pharmacies), enhanced payer contract positioning, and the clinical value of integrated care

coordination between the pharmacy and prescribers.

Key Takeaway: For most organizations, the break-even point for accreditation
investment is reached within 12—24 months of beginning specialty dispensing
operations, assuming a reasonable patient volume. Organizations with 340B eligibility
often reach break-even significantly faster due to the program’s impact on specialty

drug acquisition costs.

Conclusion



Specialty pharmacy accreditation is a substantial undertaking that requires sustained
organizational commitment, meaningful financial investment, and rigorous attention to
operational detail. It is not something to pursue casually or without full executive support.
But for organizations that approach it strategically—with a thorough gap analysis, a
realistic timeline, and a genuine commitment to quality—accreditation opens the door to
serving some of the most complex and vulnerable patient populations in healthcare, while

building a financially sustainable specialty pharmacy operation.

The organizations that succeed are those that view accreditation not as an endpoint but as
the foundation of an ongoing quality culture. The standards exist because specialty
pharmacy is genuinely different from general pharmacy practice, and the patients who

depend on these medications deserve the highest level of care.

If your organization is considering specialty pharmacy accreditation, start with the gap
analysis. Understand where you are, define where you need to be, and build a realistic plan
to close the distance. The work is considerable, but the clinical and financial rewards are

well worth the investment.
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