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(1) Agency 
Department of State, Bureau of Professional and Occupational 
Affairs, State Board of Pharmacy 

(2) Agency Number: 16A 

Identification Number: 5423 LRRC Number: «?m 
(3) PA Code Cite: 49 Pa. Code §§ 27.501-27.506 

(4) Short Title: Cancer Drug Repository 

(5) Agency Contacts (List Telephone Number and Email Address): 

Primary Contact: Kerry Maloney, Board Counsel, State Board of Pharmacy; (717) 783-7200; 
kmaloney@pa.gov 

Secondary Contact: Cynthia K. Montgomery, Regulatory Counsel, Department of State; (717) 783-
7200; cymontgome@pa.gov 

(6) Type of Rulemaking (check applicable box): 

I [Proposed Regulation 
X FINAL REGULATION 
I I Final Omitted Regulation 

I I Emergency Certification Regulation; 
I I Certification by the Governor 
I I Certification by the Attorney General 

(7) Briefly explain the regulation in clear and nontechnical language. (100 words or less) 

The final form rulemaking would implement the Cancer Drug Repository Program Act (62 P.S. §§ 
2921-2927). 

(8) State the statutory authority for the regulation. Include specific statutory citation. 

This rulemaking is authorized by section 6(k)(9) of the Pharmacy Act (act) (63 P.S. § 390-6(k)(9» 
and sections 3 and 7 of the Cancer Drug Repository Program Act (62 P.S. §§ 2923 and 2927). 

(9) Is the regulation mandated by any federal or state law or court order, or federal regulation? Are there 
any relevant state or federal court decisions? If yes, cite the specific law, case or regulation as well as, 
any deadlines for action. 

Yes, the Cancer Drug Repository Program Act (62 P.S. §§ 2921-2927) requires the Board to 
promulgate regulations to implement its provisions. The proposed rulemaking is not mandated by 
any other Federal or State law or court order or Federal regulation. 



(10) State why the regulation is needed. Explain the compelling public interest that justifies the 
regulation. Describe who will benefit from the regulation. Quantify the benefits as completely as 
possible and approximate the number of people who will benefit. 

The General Assembly recognized the compelling interest in enacting the Cancer Drug Repository 
Program Act. Eligible persons needing cancer drugs who cannot otherwise afford them may 
benefit from the rulemaking. Healthcare facilities, pharmacies and medical practices that have 
excess cancer drugs will also benefit from the rulemaking by being able to donate those drugs. 

(11) Are there any provisions that are more stringent than federal standards? If yes, identify the specific 
provisions and the compelling Pennsylvania interest that demands stronger regulations. 

The rulemaking is not more stringent and does not overlap or conflict with any Federal 
requirements. 

(12) How does this regulation compare with those of the other states? How will this affect 
Pennsylvania's ability to compete with other states? 

There are states that have a similar drug repository program for cancer patients and other 
chronic diseases that are uninsured or underinsured. Some of those states permit donations by 
individuals outside of a closed drug delivery system. Others include medical supplies. Some states 
have programs for specific types of facilities such as long term care facilities and correctional 
institutions. Most of these programs require patients to certify that they meet the eligibility 
requirements as a condition of participation. The rulemaking would not put Pennsylvania at a 
competitive disadvantage. 

(13) Will the regulation affect any other regulations of the promulgating agency or other state agencies? 
If yes, explain and provide specific citations. 

The proposed rulemaking does not affect other regulations of the Board or other state agencies. 

(14) Describe the communications with and solicitation of input from the public, any advisory 
council/group, small businesses and groups representing small businesses in the development and 
drafting of the regulation. List the specific persons and/or groups who were involved. ("Small business" 
is defined in Section 3 of the Regulatory Review Act, Act 76 of 2012.) 

The Board solicited early meaningful input in accordance with Executive Order 1996-1 by 
releasing an exposure draft of the rulemaking and received input from the following interested 
parties: Jerry Musheno, R.Ph., Esq., Adjunct Assistant Professor, Wilkes University Nesbitt 
School of Pharmacy; Melanie Horvath, Executive Director, Pennsylvania Pharmacy Council; 
Patricia A. Epple, Executive Director, Pennsylvania Pharmacists Association (PPA); Brian G. 
Swift, Pharm.D., MBA, Vice President and Chief Pharmacy Officer, Jefferson University 
Hospitals, Inc.; and Samia M. Nasr, Division of New Drugs and Labeling Compliance, Office of 
Compliance, CDER, FDA. In addition, the Board worked with the Department of Public Welfare 



in drafting the rulemaking. The Board published the proposed rulemaking in the Pennsylvania 
Bulletin for public comment on March 12, 2011. At that time the Board received public comments 
from the PPA, the FDA, the Pennsylvania Medical Society (Society) and the Pennsylvania Society 
of Oncology and Hematology (PSOH). The rulemaking was discussed at public meetings of the 
Board, which are routinely attended by members of the regulated community and their 
professional associations. In response to IRRC's disapproval order, the Board again reached out 
to the regulated community to solicit input. Specifically, the Board's representatives conferred 
with representatives of the PPA and the Society relating to IRRC's concerns about liability and 
clarity. 

(15) Identify the types and number of persons, businesses, small businesses (as defined in Section 3 of 
the Regulatory Review Act, Act 76 of 2012) and organizations which will be affected by the regulation. 
How are they affected? 

All pharmacists and pharmacies that choose to participate in the Cancer Drug Repository 
Program will be required to comply with the provisions of this rulemaking. Although there are 
approximately 3,380 pharmacies currently registered, the Board cannot estimate how many will 
participate in the Program. 

According to the Pennsylvania Department of Labor in 2008, most pharmacists work in health 
and personal care stores (48.7%) and general medical and surgical hospitals (23.5%), while a 
minority of pharmacists work in grocery stores (6.9%), druggists' goods merchant wholesalers 
(2.4%), other hospitals (2.0%), the Federal government (1.7%), home health care services (0.7%), 
and 0.4% are self-employed. 

According to the Small Business Administration (SBA), there are approximately 982,692 
businesses in Pennsylvania; of which 978,831 are small businesses; and 3,861 are large businesses. 
Of the 978,831 small businesses, 236,775 are small employers (those with fewer than 500 

employees) and the remaining 772,056 are non-employers. Thus, the vast majority of businesses in 
Pennsylvania are considered small businesses. 

Small busmesses are defined in Section 3 of the Regulatory Review Act, (71 P.S. § 745.3) which 
provides that a small business is defined by the SBA's Small Business Size Regulations under 13 
CFR Ch. 1 Part 121. These size standards have been established for types of businesses under the 
North American Industry Classification System (NAICS). In applying the NAICS standards to 
the places where pharmacists work, a small business for pharmacies and drug stores is $25.5 
million or less in average annual receipts. For general medical and surgical hospitals, a small 
business is $35.5 million or less in average annual receipts. Grocery stores consisting of 
supermarkets and other grocery stores (except convenience stores) have a small business threshold 
of $30.0 million or less in average annual receipts. The small business threshold for home health 
care services is $14.0 million or less in average annual receipts. For all other health and personal 
care stores, the small business threshold is $7.0 million or less in average annual receipts. Finally, 
in terms of wholesalers, medical, dental and hospital equipment and supplies merchant 
wholesalers are considered small businesses if they have 100 or less employees. 



In Pennsylvania, some of the 3,380 licensed pharmacies are small businesses owned and operated 
by individuals, while others are large businesses (such as CVS and Rite-Aid). Likewise, grocery 
stores in Pennsylvania may be small businesses owned and operated by individuals, while others 
are supermarket chains that are large businesses (such as Giant and Weiss). However, the 
pharmacies most likely to participate in the program are institutional pharmacies operated by 
hospitals and health centers that are unlikely to be small businesses. 

Eligible cancer patients will be affected by the regulation in that they may be able to obtain some, 
if not all, of their prescribed cancer drugs at no cost. 

The Board does not foresee any groups being adversely affected by the rulemaking because 
although there may be some costs associated with participating in the program, it is an entirely 
voluntary program. Only those pharmacies that elect to participate in the Program will be 
required to comply with the regulations. It is anticipated that each pharmacy will engage in its 
own cost-benefit analysis to determine if participation has adverse effects and whether the good 
will and other benefits obtained by participation in the Program outweigh those adverse effects. 

(16) List the persons, groups or entities, including small businesses, that will be required to comply with 
the regulation. Approximate the number that will be required to comply. 

All pharmacists and pharmacies that choose to participate in the Cancer Drug Repository 
Program will be required to comply with the provisions of this rulemaking. Although there are 
approximately 3,380 pharmacies currently registered, the Board cannot estimate how many will 
participate in the Program. 

(17) Identify the financial, economic and social impact of the regulation on individuals, small 
businesses, businesses and labor communities and other public and private organizations. Evaluate the 
benefits expected as a result of the regulation. 

There may be costs to pharmacies expected to result from implementation and ongoing operations 
of a cancer drug repository under the Program. Pharmacies may need additional space and 
manpower. Additional paperwork is required and must be maintained under the regulations. It 
is also possible that pharmacies participating in the Program may see an increase in their 
professional liability insurance premiums, notwithstanding the immunity provisions in the 
CDRPA. Small businesses would be impacted to the degree that they elect to participate in this 
voluntary program. These businesses may also benefit from the "good will" provided by 
participating in such a program for the benefit of cancer patients who cannot afford their drugs. 
Eligible cancer patients would benefit by being able to receive cancer drugs at no cost through the 
program. 



(18) Explain how the benefits of the regulation outweigh any cost and adverse effects. 

The benefits to eligible cancer patients (being able to receive donated cancer drugs at no cost) 
would appear to outweigh any costs to pharmacies who choose to participate in the Cancer Drug 
Repository Program. 

(19) Provide a specific estimate of the costs and/or savings to the regulated community associated with 
compliance, including any legal, accounting or consulting procedures which may be required. Explain 
how the dollar estimates were derived. 

There may be costs to pharmacies that choose to participate in the Cancer Drug Repository 
Program, however, the Board is unable to calculate with reasonable certainty what those costs 
may be. The existence of these costs, if any, would depend on several unknown and unknowable 
factors including how many pharmacies choose to participate, how many cancer drugs are 
donated to a particular pharmacy, whether the pharmacy has existing space and manpower to 
participate in the Program or would need additional resources, whether the immunity granted by 
the statute has any effect on liability insurance premiums associated with participation in the 
program, etc. Any estimate of increased costs would be speculative at best. And a pharmacy 
could avoid those costs by simply electing not to participate in this voluntary program. 

As to savings for eligible cancer patients, according to the American Cancer Society, the 
average cost of a 30-day cancer drug prescription was more than $1,600 in 2006, and it is even 
higher today. Many cancer drugs cost more than drugs for other illnesses. Some of the newer 
cancer treatments can cost as much as $10,000 for a month's supply. However, estimating the 
potential savings would also depend on several unknowable factors. First, savings would depend 
on how many eligible cancer patients would take advantage of the Program. Second, cost savings 
would depend on how much of the patient's prescribed medication is available through the 
Program. It seems unlikely that all of the patient's cancer drug regimen would be available. Also, 
the amount available may vary from month to month, and the patient's drug regimen may vary, 
depending upon the patient's therapeutic responses to previously prescribed medications and the 
advancement of the disease. Finally, as noted above, cancer drugs vary greatly in cost depending 
on the particular drug or combination of drugs involved. 

For all of these reasons, the Board finds that it is unable to estimate the possible costs to 
participating pharmacies or the possible savings to eligible cancer patients with any meaningful 
figures. 

(20) Provide a specific estimate of the costs and/or savmgs to the local governments associated with 
compliance, including any legal, accounting or consulting procedures which may be required. Explain 
how the dollar estimates were derived. 

There are no costs or savings to local governments associated with the proposed rulemaking. 



(21) Provide a specific estimate of the costs and/or savings to the state, government associated with the 
implementation of the regulation, including any legal, accounting, or consulting procedures which may 
be required. Explain how the dollar estimates were derived. 

There are no costs or savings to state government associated with compliance with the proposed 
rulemaking. 

(22). For each of the groups and entities identified in items (19)-(21) above, submit a statement of legal, 
accounting or consulting procedures and additional reporting, recordkeeping or other paperwork, 
including copies of forms or reports, which will be required for implementation of the regulation and an 
explanation of measures which have been taken to minimize these requirements. 

This proposed rulemaking would require the following new forms (attached in draft format): 
Application for Prescription Drug Repository; Donor Form; Donation, Transfer and Destruction 
Record; Recipient Record; and Notice of Participation or Withdrawal. These records must be 
retained by the participating pharmacy for no less than 2 years. The Board has attempted to 
minimize the administrative burden on participating pharmacies to encourage participation, while 
still providing an acceptable level of safety to the public. 

(23) In the table below, provide an estimate of the fiscal savings and costs associated with 
implementation and compliance for the regulated community, local government, and state government 
for the current year and five subsequent years. 

SAVINGS: 

Regulated Community 

Local Government 

State Government 

Total Savings 

COSTS: 

Regulated Community 

Local Government 

State Government 

Total Costs 

REVENUE LOSSES: 

Regulated Community 

Local Government 

State Government 

Total Revenue Losses 

Current FY 
FY 12-13 

$ 

Unknown 

Unknown 

N/A 

FY+1 
FY 13-14 
$ 

Unknown 

Unknown 

N/A 

FY+2 
FY 14-15 

$ 

Unknown 

Unknown 

N/A 

FY+3 
FY 15-16 

$ 

Unknown 

Unknown 

N/A 

FY+4 
FY 16-17 
$ 

Unknown 

Unknown 

N/A 

FY+5 
FY 17-18 

$ 

Unknown 

Unknown 

N/A 



(23 a) Provide the past three year expenditure history for programs affected by the regulation. 

Program FY-3 
FY 2009-2010 

FY -2 
FY 2010-2011 

FY-1 
FY 2011-2012 

Current FY 
FY 2012-2013 

State Board of 

Pharmacy 

actual 
$1,748,926 

actual 
$1,933,061 

actual 
$2,004,201 

projected 
$2,052,000 

(24) For any regulation that may have an adverse impact on small businesses (as defined in Section 3 of 
the Regulatory Review Act, Act 76 of 2012), provide an economic impact statement that includes the 
following: 

(a) An identification and estimate of the number of small businesses subject to the regulation. 
(b) The projected reporting, recordkeeping and other administrative costs required for compliance 

with the proposed regulation, including the type of professional skills necessary for preparation 
of the report or record. 

(c) A statement of probable effect on impacted small businesses. 
(d) A description of any less intrusive or less costly alternative methods of achieving the purpose of 

the proposed regulation. 

(a) As set forth above, as many as 3,380 pharmacies could participate in this program, 
however, 100% participation is unlikely. The Board believes that a relatively few 
pharmacies, especially institutional pharmacies and those that routinely handle cancer 
drugs, will choose to participate in the Cancer Drug Repository Program. 

(b) Pharmacies that choose to participate in this voluntary program will incur some costs of 
compliance with the regulations. There may be costs to pharmacies expected to result from 
implementation and ongoing operations of a cancer drug repository under the Program. 
Pharmacies may need additional space and manpower. Additional paperwork is required 
and records must be maintained for at least 2 years under the regulations. It is also 
possible that pharmacies participating in the Program may see an increase in their 
professional liability insurance premiums, notwithstanding the immunity provisions in the 
CDRPA. Some of these costs may be offset by the small repackaging fee that is permitted 
under the regulations. 

(c) Pharmacies that qualify as small businesses would be impacted to the degree that they elect 
to participate in this voluntary program. These businesses may also benefit from the "good 
will" provided by participating in such a program for the benefit of cancer patients who 
cannot afford their drugs. 

(d) The Board could discern no less intrusive or less costly alternative methods of achieving the 
purpose of the proposed regulation. In fact, the Board believes that it has taken steps to 
reduce the administrative burdens of participation in the program in order to encourage 
the greatest degree of participation, while providing an acceptable level of safety to the 
eligible cancer patients who will be receiving donated cancer drugs. 



(25) List any special provisions which have been developed to meet the.particular needs of affected 
groups or.persons including, but not limited to, minorities, the elderly, small businesses, and farmers. 

The Board has determined that there are no special needs of any subset of its licensees for whom 
special accommodations should be made. 

(26) Include a description of any alternative regulatory provisions which have been considered and 
rejected and a statement that the least burdensome acceptable alternative has been selected. 

No alternative regulatory schemes were considered. The Board believes that the regulations 
represent the least burdensome acceptable manner of implementing the Cancer Drug Repository 
Program. 

(27) In conducting a regulatory flexibility analysis, explain whether regulatory methods were considered 
that will minimize any adverse impact on small businesses (as defined in Section 3 of the Regulatory 
Review Act, Act 76 of 2012), including: 

a) The establishment of less stringent compliance or reporting requirements for small businesses; 
b) The establishment of less stringent schedules or deadlines for compliance or reporting 

requirements for small businesses; 
c) The consolidation or simplification of compliance or reporting requirements for small 

businesses; 
d) The establishment of performing standards for small businesses to replace design or operational 

standards required in the regulation; and 
e) The exemption of small businesses from all or any part of the requirements contained in the 

regulation. 

a) There are no reporting requirements related to this rulemaking. Any small business that 
elects to participate in the program will be required to comply with the regulations. The 
Board did not consider less stringent requirements for small businesses, as such would be 
inconsistent with the CDRPA and would be inconsistent with the Board's protection of the 
public health, safety and welfare, 

b) The regulations establish no schedules or deadlines for which small busmesses need to be 
accommodated. 

c) The Board does not believe any requirements of the regulations need to be simplified for 
small businesses. 

d) The regulations do not contain any design or operational standards for which small 
businesses need to be accommodated. 

e) The Board did not consider exempting small businesses from any part of the regulation. It 
would not be consistent with the public health, safety or welfare to make exceptions to the 
regulations. 



(28) If data is the basis for this regulation, please provide a description of the data, explain in detail how 
the data was obtained, and how it meets the acceptability standard for empirical, replicable and testable 
data that is supported by documentation, statistics, reports, studies or research. Please submit data or 
supporting materials with the regulatory package. If the material exceeds 50 pages, please provide it in a 
searchable electronic format or provide a list of citations and internet links that where possible, can be 
accessed in a searchable format in lieu of the actual material. If other data was considered but not used, 
please explain why that data was determined not to be acceptable. 

This final-form rulemaking is not based upon any scientific data, studies, or references. 

(29) Include a schedule for review of the regulation including: 

A. The date by which the agency must receive public comments: April 11, 2011 

B. The date or dates on which public meetings or hearings will be held: N/A 

C. The expected date of promulgation of the proposed regulation as a final-form regulation: Fall 
2013. 

D. The expected effective date of the final-form regulation: Upon publication as final. 

E. The date by which compliance with the final-form regulation will be required: Upon the 
effective date. 

F. The date by which required permits, licenses or other approvals must be obtained: N/A 

(30) Describe the plan developed for evaluating the continuing effectiveness of the regulations after its 
implementation. 

The Board continually reviews the efficacy of its regulations, as part of its annual review process 
under Executive Order 1996-1. The Board reviews its regulatory proposals at regularly scheduled 
public meetings, generally the third Tuesday of each month. More information can be found on 
the Board's website (www.dos.state.pa.us/pharmacy). 
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16A-5423 
Cancer Drug Repository Program - FINAL 

July 15, 2013 

The State Board of Pharmacy (Board) hereby adds §§ 27.501-27.506 (relating to cancer 
drug repository program), to read as set forth in Annex A. 

Effective date 

The amendments will be effective upon publication of the final-form rulemaking in the 
Pennsylvania Bulletin. 

Statutory Authority 

The amendments are authorized under section 6(k)(9) of the Pharmacy Act (act) (63 P.S. 
§ 390-6(k)(9)) and sections 3 and 7 of the Cancer Drug Repository Program Act (CDRPA) (62 
P.S. §§2923 and 2927). 

Background and Purpose 

The Cancer Drug Repository Program Act (CDRPA) (62 P.S. §§ 2921-2927) created the 
Cancer Drug Repository Program (Program) to permit pharmacies to voluntarily accept donated 
cancer drugs and to dispense those drugs to indigent persons as provided in the CDRPA. It also 
requires the Board to promulgate regulations to implement the CDRPA. 

Summary of Comments and Responses to Proposed Rulemaking 

The Board published notice of proposed rulemaking at 41 Pa.B. 1337 (March 12, 2011), 
followed by a 30-day public comment period. The Board received comments from The 
Pennsylvania Medical Society; the Pennsylvania Society of Oncology and Hematology (PSOH); 
the U.S. Department of Health and Human Services, Food and Drag Administration (FDA) and 
the Pennsylvania Pharmacists Association (PPA). The Board also received comments from the 
House Professional Licensure Committee (HPLC) and the Independent Regulatory Review 
Commission (IRRC) as part of their review of proposed rulemaking under the Regulatory 
Review Act (71 P.S. §§ 745.1-745.12). The Board did not receive comments from the Senate 
Consumer Protection and Professional Licensure Committee (SCP/PLC). 

General Comments 

The FDA commented generally that it is opposed to any medication reuse and 
redispensing programs because of the risks to patient safety. The PPA also expressed concerns 
with the overall concept behind the law and the regulations. The Board acknowledges these 
concems, however, promulgation of these regulations are mandated by the General Assembly 
under the CDRPA and the Board believes the final-form regulations make the program as safe as 
possible within the statutory framework. The PSOH commented generally that it supports the 
proposed regulations and believes all necessary safeguards for quality assurance have been 
incorporated. 

The HPLC commented that the proposed rulemaking was published approximately 2 
years and 7 months past the deadline set forth in the CDRPA - 90 days from the effective date of 



16A-5423 
Cancer Drug Repository Program — FINAL 

July 15, 2013 

the CDRPA. The Board acknowledges that the rulemaking has taken much longer than 
anticipated by the General Assembly to complete. 

IRRC asked how the Board will make the availability of the Program known to the 
citizens of the Commonwealth, and whether the Board has considered listing the pharmacies that 
participate in the Program on its website. The Board will add a notice to the public regarding the 
availability of the Program and, when available, a list of the pharmacies that participate in the 
Program on its website. Further, the Board believes that participating pharmacies also will 
advertise the availability of the Program at the pharmacy. 

Further, IRRC noted that the Regulatory Analysis Form submitted with the proposed 
rulemaking states there will be no costs or savings to the regulated community. The comment 
from IRRC further references the comments from the PPA, which indicate there would be costs 
to participating pharmacies to comply with the regulation associated with additional manpower, 
storage facilities and paperwork, as well as possibly additional liability insurance costs. The 
Pennsylvania Medical Society expressed similar concerns about the potential increased risk of 
professional liability exposure to pharmacists. The existence of these costs, if any, would 
depend on several unknown and unknowable factors including how many pharmacies participate 
in the program, how many cancer drugs are donated, and whether participating pharmacies have 
existing space and manpower to run the Program. If there are relatively few drugs donated, the 
pharmacy may. not have additional costs in the form of manpower or space. Further, the 
insurance market would determine whether additional liability insurance is required, and if so, 
how much. The increase in additional liability insurance may depend on how many cancer drugs 
are donated and dispensed, which translates into exposure risk. Additionally, given the 
immunity section in the CDRPA (62 P.S. § 2926), there may not be an increase in liability 
insurance premiums. In other words, whether there would be increased costs would be 
speculative at best, and the determination of those costs, if any, is impossible for the Board to 
estimate with any meaningful figures. 

IRRC also asked the Board to quantify the potential savings an eligible cancer patient 
could realize by obtaining medication through the Program. According to the American Cancer 
Society, the average cost of a 30-day cancer drug prescription was more than $1,600 in 2006, 
and it is even higher today. Many cancer drugs cost more than drugs for other illnesses. Some 
of the newer cancer treatments can cost as much as $10,000 for a month's supply. Estimating 
the potential savings to eligible cancer patients would also depend on several unknowable 
factors. First, cost savings would depend on how many eligible cancer patients participate in the 
Program. Second, savings to a specific patient would depend on how much of a patient's 
prescribed medication is available through the Program. It seems unlikely that all of the 
patient's cancer drug regimen would be available. Also, the amount available may vary from 
month to month, and the patient's drug regimen may vary, depending upon the patient's 
therapeutic responses to previously prescribed medications and the advancement of the disease. 
Finally, cancer drugs vary greatly in cost depending on the particular drug or combination of 
drugs involved. 
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For all of these reasons, the Board finds that it is unable to estimate the possible costs to 
participating pharmacies or the possible savings to eligible cancer patients with any meaningful 
figures. 

Purpose 

With regard to the language in § 27.501 (relating to purpose), the HPLC suggested that 
the word "Pennsylvania" be added before the words "residents who are indigent." The Board 
agrees and has made this amendment to be consistent with § 27.506(b) (relating to patient 
eligibility), specifically pertaining to financial eligibility for the Program, and in response to the 
HPLC recommendation. 

Definitions 

The Board received several comments regarding the definition of "original sealed and 
tamper-evident unit dose packaging." First, the HPLC recommended adding the word 
"unopened" before the word "sealed" to align with the statutory language. The Board has made 
that amendment. Next, IRRC noted that the definition implies that injectable, topical and aerosol 
medications would be considered oral medications and available as single unit doses. The 
HPLC, the PPA and the FDA provided similar comments. The Board has amended the 
definition as suggested by the HPLC and the FDA to address these comments. In response to the 
concerns regarding whether injectables, topical and aerosols can be package in unit doses, the 
Board is aware that unit dose packaging of solid oral medications is the most common type of 
unit dose packaging, but that there are existing unit dose packaging systems not only for oral 
solids, but also for liquids such as ampules, vials and pre-filled syringes, and for topical 
ointments and creams. Although perhaps less common, companies are developing unit dose 
spray (aerosol) drug delivery systems. 

Regarding the terminology "tamper-evident", the PPA noted that the term is commonly 
used for over-the-counter drugs, and not for prescription drugs which are the subject of this 
rulemaking. The PPA suggested that including the term in the final-form rulemaking may very 
well confuse practitioners. Further, as the FDxA indicates, the tamper-evident feature may be 
added to the package after adulteration, and the receiving pharmacist would not be aware of it. 
The Board agrees with these concerns, but declines to delete "tamper-evident" because it would 
be inconsistent with the terminology used in section 4 of the CDRPA (62 P.S. § 2924). In 
addition, the FDA raised no concerns about the use of the terminology "tamper-evident" as it 
applies to this rulemaking, only that it would be difficult, if not impossible, for a pharmacist to 
ensure the safety of recycled drugs even if they were in "tamper-evident" packaging. 

Additionally, the HPLC and the FDA. pointed out that the FDA. "registers" repackagers, 
rather than "licensing" them. Accordingly, the word "licensed" was replaced with the word 
"registered" in the definition of "original unopened, sealed and tamper-evident unit dose 
packaging," as amended in the final-form rulemaking. Finally, the Board amended the definition 
because it essentially defined the term with the same term. That is, as defined in the proposed 
rulemaking "original unopened, sealed and tamper-evident unit dose packaging" must be in the 
manufacturer's or repackager's unopened original tamper-evident packaging. Instead, the final-
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form rulemaking has been amended to clarify that an "original unopened, sealed and tamper-
evident unit dose packaging" is one that has been visually inspected by a licensed pharmacist to 
determine that the packaging appears to be unbreached and undamaged. 

Participation in the Cancer Drug Repository Program 

In § 27.503(b) (relating to participation in the Cancer Drug Repository Program), 
paragraphs (4) and (5) were reversed for clarity because the Board agreed that it simply makes 
more sense to first require the certification by a pharmacist and then require that pharmacist's 
information. Also, the HPLC recommended changing "certification of a pharmacist" to 
"certification by a pharmacist." This recommendation also was accepted. 

In subsection (c), "donated prescription drugs" was changed to "donated cancer drugs" 
to conform to the defined term "cancer drug" as recommended by HPLC and IRRC. 

In subsection (d), the heading was changed from "Donations of cancer drugs and 
supplies" to "Donations of cancer drugs." As IRRC and HPLC noted, the CDRPA does not 
provide for the donation of supplies. Similar changes were made throughout subsection (d) and 
other sections of the final-form regulation. Other comments asking for clarification of what 
constituted eligible supplies have been made moot by this change. 

Regarding subsection (d)(1), as IRRC notes, the CDRPA requires donations from a 
closed drag delivery system. The definition of "closed drug delivery system" in the CDRPA is 
limited to a "system in which the actual control of a unit dose medication is maintained by a 
health care facility, health clinic, hospital, pharmacy or physician's office rather than an 
individual patient. " (Emphasis added) Accordingly, the words "An individual who is 18 years 
old or older or a" were deleted. This change is made throughout the regulation and addresses 
some of the FDA's and PPA's noted safety concerns about accepting donations from individuals. 

IRRC also commented that the forms that will be used to implement the Program be 
amended to ensure consistency with the act and these regulations. The Board has updated the 
forms accordingly. 

Drugs 

IRRC asked how § 27.504(a)(2) (relating to drugs) comports with section 5(a)(9)(xi) of 
the Pharmacy Act (63 P.S. § 390-5(a)(9)(xi)) which provides that "[t]he acceptance back and 
redistribution of any unused drug, or a part thereof, after it has left the premises of any 
pharmacy, whether issued by mistake or otherwise, unless it is in the original sealed container" is 
an act of "grossly unprofessional conduct of a pharmacist". This is a common problem with a 
stand-alone act is enacted which appears to conflict with an existing statute, rather than 
amending the existing statute. In this instance, section 4 (1) of the CDRPA allows the acceptance 
of donated cancer drugs in single-unit doses if the "outside packaging is opened but the single-
unit-dose packaging is unopened." Section 27.504(2) is in accord with the language of the 
CDRPA. Principles of statutory construction require that the Board construe the two statutes 
(the act and the CDRPA) together, if possible, and where they cannot be reconciled that the 


