
Roberts, Sullivan (RIDOH) 

From: 
Sent: 
To: 

Pullano, Paula (RIDOH) 

Thursday, June 14, 2018 4:07 PM 
Roberts, Sullivan (RIDOH) 

Subject: FW: [EXTERNAL] : FW: Notice of Proposed Rulemaking 

From: Kenny Correia [mailto:kennycorreial@gmail.com] 

Sent: Thursday, June 14, 2018 4:03 PM 
To: Kenny Correia <kennycorreial@gmail.com> 

Subject: [EXTERNAL] : FW: Notice of Proposed Rulemaking 

Am I reading this correctly? 

Page 103 

H 1 B l "A pharmacist is prohibited from: (1) Requiring a patient to schedule an appointment with the 
pharmacist for the prescribing or dispensing of a hormonal contraceptive patch or self-administered oral 
hormonal contraceptive; 

Why would a pharmacist be prohibited from requiring an appointment for the pharmacist to review clinical 
information and then issue a prescription??? Birth control prescribing MUST be STAT upon request, 
appointments prohibited?? 

Page 125 

K. The A pharmacist shall obtain and check vital signs, including pulse, height, weight, temperature, blood 
pressure, and respiration and have adequate access to the patient's history, disease states, drug therapy and 
laboratory and procedure results. 

Can we change shall to MAY?? Many times it is the MA or other staff member that is getting the vials. 
A pharmacist MAY obtain and check vital signs, including pulse, height, weight, temperature, blood pressure, 
and respiration and SHALL have adequate access to the patient's history, disease states, drug therapy and 
laboratory and procedure results. 

Be well, 

Kenny Correia, PharmD, BCACP, CDOE, CVDOE 

Board Certified Ambulatory Care Pharmacist 

Anchor Medical Associates 
1 Hoppin Street, 3rd Floor 
Providence, RI 02903 
Office: 401-484-7536 
Fax: 401-793-8401 
KCorreia3@lifespan.org 
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From: Anita Jacobson [mailto:anitai@uri.edu] 
Sent: Thursday, June 14, 2018 3:22 PM 

To: Lucrezia Finegan <lucreziafinegan@gmail.com>; Nicole Asal <nicole asal@uri.edu>; Heather Larch 
<hlarchrx@aol.com>; John Grossomanides <yianni7@yahoo.com>; Christine Eisenhower <ceisenhower@uri.edu>; Sarah 
Thompson <sthompson@coastalmedical.com>; Kenny Correia <kennycorreial@gmail.com>; Kelley 
<kelleyrx@gmail.com>; Jeffrey Bratberg <iefbratberg@uri.edu>; Pat Kelly <pkelly@uri.edu> 
Subject: Fwd: Notice of Proposed Rulemaking 

See below for the proposed Pharmacy Regs: 

COMMENTS INVITED: All interested parties are invited to submit written comments concerning the proposed 
regulations. Written comments can be submitted by mail to Paula Pullano, Rhode Island Department of Health, 
3 Capitol Hill, Providence, RI 02908-5097 or by email at paula.pullano(al,health.ri.gov by the close of Monday, 
July 16, 2018. Please note that comments submitted to RIDOH by other means than the prescribed mailing and 
email address may not be received and addressed in RIDOH's concise explanatory statement. To ensure that 
your comments are received, please send them to the prescribed mailing and email address. 
PUBLIC HEARING: In accordance with R.I. Gen. Laws§ 42-35-2.8(c), an oral hearing will be granted if 
requested by twenty-five (25) persons, by a governmental agency, or by an association having at least 
twentyfive (25) members. A request for an oral hearing must be made within ten (10) calendar days of this 
notice, and must clearly state the name of the regulation for which the hearing is being requested. 

---------- Forwarded message ----------

Good afternoon, 

The Rhode Island Department of Health has filed the following public notices of proposed rulemaking with the 
Secretary of State: 

Pharmacists. Phannacies. and Manufacturers. Wholesalers. and Distributors (216-RICR-40-15-1) 

The links provided above contain the public comment notices for these regulations, including the timetables for 
action on the proposed rules, summaries of the proposed rules, instructions on how to comment, and the text of 
the proposed regulations with revisions indicated. 

Thank you. 
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Paula Pullano 

RI Department of Health (RIDOH) 

K. Kelly Orr, PhannD, A.E-C 
Clinical Professor 
College of Pharmacy 
The University of Rhode island 
A vedisian Hall 
7 Greenhouse Rd. [maps.google.coml 
Kingston, RI 02881 [maps.google.coml 
Phone: 401-874-5522 
Email: KellyO(a)uri.edu 

Anita N. Jacobson, Pharm.D. 
Clinical Associate Professor 
University of Rhode Island College of Pharmacy 
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From: David Bright [mailto:davidrbrig-ht@yahoo.com] 
Sent: Wednesday, June 20, 2018 4:27 PM 
To: Ragosta, Peter (RIDOH) <Peter.Ragosta@health.ri.gov> 
Subject: [EXTERNAL] : Public Comment: Pharmacy Technician Immunizations 

Peter, 

During the comment period for the proposed rule regarding pharmacy technician immunizations, I wanted to share my 
thoughts in case they were helpful for the Board. To preface my thoughts, I am the current President of the Pharmacy 
Technician Certification Board (PTCB) Certification Council, but these comments are my own and do not necessarily 
reflect the view and/or opinions of PTCB. 

I believe that pharmacy technicians seive a valuable role in helping to ensure that the practice of pharmacy can take 
place in an efficient manner by assuming many of the technical tasks that help pharmacists dispense medication and 
provide patient care. Pharmacy technicians have been an integral part of the pharmacy team for many years in the 
dispensing process, and the role of pharmacy technicians in advanced patient care roles is well documented in the 
literature. I wanted to specifically call to attention two articles (attached) that further elucidate some preliminary thoughts 
and opinion from similar rules in Idaho. 

Please do not hesitate to reach out if I could be of assistance in any way during the Board's deliberation. 

Best regards, 

David 

David Bright, PharmD, BCACP 
d avid rbright@yah oo. com 
419.699.2984 
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Pharmacy technician-administered vaccines in Idaho 

Pharmacy-based immunizations have increased vac
cination rates in the United States.1 Pharmacy techni

cians have historically played significant roles in the vac
cination workflow, further enhancing the efficiency and 
cost-effectiveness of care.2 In March 2017, Idaho became 
the first state to enable pharmacy technicians to admin
ister vaccines under the supervision of an immunizing 
pharmacist. In this model, pharmacists must still provide 
the clinical aspects of immunization delivery. Specifically, 
pharmacists must provide the drug utilization review nec
essary to ensure the right patient is receiving the right vac
cine, and pharmacists must deliver the patient counseling 
required for all new medications. 

For an Idaho technician to administer a vaccine, he or 
she must hold a national certification from the Pharmacy 
Technician Certification Board or National Healthcareer 
Association. In addition, the certified technician must 
''successfully complete a course on appropriate vaccine 
administration techniques by an Accreditation Council 
for Pharmacy Education (ACPE)-accredited provider" and 
hold a current certification in basic life support. 3 

To date, at least 1 ACPE--accredited training program 
has emerged specifically to train technicians on vaccine 
administration. The program includes 6 total hours of in
struction (2 hours of self-study and 4 hours of live train
ing).4 This program is more narrowly focused than the 
common 20-hour training offered to pharmacists, omit
ting content on immunology and vaccine schedules and 
focusing primarily on the actual administration step and 
related needle safety. 

While Idaho's law took effect in March 2017, the Idaho 
State Board of Pharmacy had granted a waiver to enable a 
subset of technicians to begin vaccinating before the law's 
effective date. A cohort of 25 technicians were trained 
in December 2016 and administered 431 vaccines by 
February 11, 2017.4 The first vaccine administered by 
a technician in Idaho received considerable attention in 

The Letters column is a forum for rapid exchange of ideas among 
readers of AJHP. Uberal criteria are applied in the review of submis
sions to encourage contributions to this column. 

The Letters column includes the following types of contributions: 
(1) comments, addenda, and minor updates on previously pub
lished work, (2) alerts on potential problems in practice, (3) observa
tions or comments on trends in drug use, (4) opinions on apparent 
trends or controversies in drug therapy or cflnica/ research, (5) 
opinions on pub/le health issues of interest to pharmacists In health 
systems, (6) comments on ASHP activities, and (7) human Interest 
items about fife as a pharmacist. Reports of adverse drug reactions 
must present a reasonably clear description of causa/lty. 

Short papers on practice innovations and other original work are 
included in the Notes section rather than in Letters. Letters com-

the pharmacy trade press.5 This article and related ones 
were shared broadly across multiple social media plat
forms, and the responses to it were mixed, though gen
erally negative.6 Many technicians commented that they 
felt underpaid to perform such a task. Some pharmacists 
raised concerns about liability and job security. 

We believe these concerns miss the mark. Safety should 
be the primary consideration. With proper training, phar
macy technicians can safely vaccinate patients, and access 
to immunizations for patients can be improved. Just as 
other professions with similar educational backgrounds to 
those of technicians routinely vaccinate under the supervi
sion of a physician, involving pharmacy technicians to a 
greater degree in the vaccination process can Increase ef
ficiency, which may improve patients' experience. Further, 
we believe that team-based care wo:rks best when all 
members of the pharmacy team are enabled to practice 
at the top of their education and training. 7 VVhile Idaho 
may have been first, we do not believe it will be the only 
state th at allows technicians to administer vaccines in 
the near future. 

l. Schuchat A. letter to pharmacists (September 28, 2015). 
W\.\lW. pharmacist. com/sites/ default/ ftl es/ files/ CDC%20 
letter%20to%20pharrnacists%20vaccinators.pdf (accessed 
2017 May 26). 

2. Powers MF, Hohmeier KC. Pharmacy technicians and im
munizations.] Pharm Technol.2011; 27:111-6. 

3. Adams AJ. Advancing technician practice: deliberations of a 
regulatory board. Res Soc Adm Phann. Epub ahead of print. 
2017Feb 16. 

4. McKeirnan K, Frazier K, Bertsch T. Training pharmacy 
technicians to deliver immunizations: phase 1. http:/ Jc. 
ymcdn.com/sites/www.wsparx.org/resource/resmgr/ 
northwest_pharmacy _convention_presentations/2017 / 
Saturday /Technician_Forum. pdf (accessed 2017 May 26). 

Continued on page 2034 

menting on an AJHP article must be received 
within 3 months of the article's publication. 

Letters should be submitted electroni
cally through http://ajhp.msubmit.net. 
The following conditions must be ad
hered to: (1) the body of the letter must be no longer than 
2 typewritten pages, (2) the use of references and tables 
should be minimized, and (3) the entire letter (including refer
ences, tables, and authors' names) must be typed doubfe
spaced. After acceptance of a letter, the authors are required to 
sign an exclusive publication statement and a copyright transferal 
form. All letters are subject to revision by the editors. 
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5. Salazar D. Albertsons produces first pharmacy tech in 
nation to administer immunization (April 18, 2017). 
v\71A71A'. drugstorenews.com/ article/ al berts ons-p rodu ces
fust -pharmacy-tech-nation-administer- immunization 
(accessed 2017 May 26), 

6. Reddit. Jdaho first state to allow pharmacy technician 
deLivered immunization (February 5, 2017). www.redd.it 
com/r /phannacy / comments /5s7m3q /idaho_firsCstate_ 
to_allow_pharmacy_technician (accessed 2017 May 26). 

7. Adams AJ. Toward perrnissionless innovation in health car.e. 
J Am PharmAssoc. 2015; 55:359-62. 
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Should Pharmacy Technicians Administer Immunizations? 
Dylan Atkinson, PharmD Candidate1; David Bright, PhormD, BCACP2; Alex J. Adams, PharmD, MPH3 

1 University of Pittsburgh School of Pharmacy; 2 Ferris State University, College of Pharmacy; 3/daho State Boord of Pharmacy 

Abstract 

Purpose. To describe the potential role for pharmacy technicians in administering immunizations - limited for this discussion to 
specificofly inserting the needle into the patient's arm and pressing down on the plunger- at the discretion of a supervising pharmacist 
as a way to enhance patient core and workflow efficiency. 
Summary. Pharmacy technicians currently play an important role in facilitating pharmacy-based immunization programs. Technicians 
routinely perform non-clinical tasks related to pharmacy-based immunizations, though nearly of/ states prohibit technicians from 
administering vaccines. Several studies demonstrate that untrained laypersons can safely administer intranasal or intradermal vaccines, 
and laypersons routinely administer medications through intramuscular or subcutaneous routes (e.g., patients with diabetes or 
rheumatic conditions). It stands to reason that a trained pharmacy technician could perform comparably on these techniques that 
laypersons have mastered. One state has adopted rules to allow pharmacy technicians to administer immunizations if the technician has 
completed specific training on administration techniques and on basic life support. This task is performed at the discretion of the 
supervising pharmacist, and the pharmacist would still be responsible for clinical aspects of immunizing such as prescribing the right 
vaccine to the right patient. Additional considerations factoring into the decision as to whether or not to involve pharmacy technicians 
in immunization administration are also summarized. 
Conclusion If safety con be reasonably assured through training and supervision, it may be appropriate to delegate vaccine 
administration to appropriately trained pharmacy technicians. Such delegation may enhance workf/ow efficiency, which may confer 
added value for patient core and potentially improve access to community pharmacy-based immunizations. 

Conflicts of Interest: None 

Disclaimers: The views expressed in this manuscript -are those of the authors alone, and do not necessarily reflect those of their 
respective employers, nor do they necessarily represent official policies. David Bright is the current president of the Pharmacy 
Technician Certification Board Certification Council. The views and opinions expressed in this article are those of the authors and do not 
necessarily represent the views and opinions of the Pharmacy Technician Certification Boa rd. 

Key Words: Immunizations; Pharmacy Technicians; Pharmacy-Based Immunizations; Scope of Practice 

Pharmacy-based immunizations have been one of the most 
significant public health achievements of the profession in 
recent years. The Centers for Disease Control and Prevention 
(CDC) has lauded the profession's efforts to increase 
vaccination rates in the United States. 1 Various studies have 
demonstrated that pharmacists increase vaccination rates 
against influenza, pneumonia, and herpes zoster. 2-4 Patients 
have demonstrated high acceptance of pharmacy-based 
immunizations, with 97% of vaccinated patients' surveyed 
reporting satisfaction with their experience in the pharmacy.5 

One third of all influenza vaccines given during the 2013-2014 
flu season were provided in a community pharmacy.5 In 
addition, studies have demonstrated that pharmacy-based 
immuniz.ations are more cost-effective than those provided in 
other settings, including physician offices.7·8 

Corresponding author: Alex J. Adams, PharmD, MPH 

4537 N Molly Way, Meridian, ID 83646 

Email: alexadamsrph@gmail.com 

In order for pharmacists to provide immuniz.ations, a series of 
activities must be accomplished. Pharmacists must assess 
current vaccination status and identify an appropriate 
candidate for a vaccine, discuss and recommend needed 
vaccinations with the patient/caregiver, prescribe (or order 
under protocol) the right vaccine, prepare the vaccine to be 
administered, administer it via the proper route, provide 
counseling and a vaccine information statement, and monitor 
for adverse events and report as appropriate. In addition, there 
are management activities related to vaccine ordering, storage, 
handling, documentation, and registry reporting. Each of these 
individual steps requires varying degree of professional 
judgment and clinical expertise. 

Immunizations are one of the first successful clinical services to 
be integrated into the workflow of a community pharmacy, but 
it has not been without challenges to pharmacists. In a survey 
of immunizing pharmacists, pharmacists slightly agreed that 
"there is not enough time in a normal work day to immunize 
patients" and slightly agreed that they "felt overworked or 
overwhelmed when they have to immunize patients while 
filling prescriptions."9 
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Pharmacy technicians have demonstrated an ability to help 
with different aspects of clinical service provision in the 
community pharmacy setting. 10·12 Similarly, pharmacy 
technicians can play a critical role in facilitating pharmacy
based immunization programs by defraying some of the added 
workload placed on pharmacists. The role of technicians in non
discretionary activities related to immunizations has been well 
documented. 13

-
16 Despite the benefits of technician 

involvement with immunizations across a number of activities, 
to date we have observed little advocacy to enable pharmacists 
to delegate the technical immunization workflow component 
of vaccine administration - specifically the technical aspects of 
inserting the needle into the patient's arm and pressing down 
on the plunger -- to technicians. This is surprising given that 
physicians routinely delegate vaccine administration to support 
personnel. 17 

This discussion naturally leads to the question "Are-pharmacy 
technicians trained to administer immunizations?" The answer 
to that question is quite simple: no. While we have 
encountered an occasional technician who previously 
administered immunizations while working as a medical 
assistant in a physician's office, by and large most technicians 
are not currently trained to administer immunizations. B~t why 
would they be? Why would a technician - or thei"r employer
invest time and money in a training program for a skill they are 
legally prohibited from providing in practice? In hopes that a 
benevolent regulator may soon permit them to exercise a 
previously acquired skill? 

We contend a more appropriate starting point is "Can 
pharmacy technicians be trained to administer 
immunizations?" In that respect, administering a vaccine 
encompasses tasks that technicians already perform (e.g., 
selecting proper needle gauge and length, loading syringe, and 
safely disposing of needles and syringes) and tasks that would 
generally be considered new (e.g., identifying the proper site of 
injection and using the proper route of administration}. We 
believe a technician can master these new tasks as other 
licensed and unlicensed health professionals with similar career 
experience and training have mastered them. 

Vaccines are most commonly administered through 
intramuscular (IM), subcutaneous (SC), intranasal (albeit not 
currently recommended), intradermal and oral routes. Several 
studies have demonstrated that unlicensed laypersons can 
safely and effectlvely self-administer intranasal and intradermal 
vaccines while achieving statistically similar levels of immune 
response. 18

-
20 Thus, we would contend that if an unlicensed 

layperson can safely administer an intranasal or intradermal 
vaccine, it stands to reason that an appropriately trained 
pharmacy technician could perform comparably, In addition, as 
previously noted, medical assistants are able to perform 
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vaccine administration under the supervision of a physician in 
some states. 21 

While similar studies were not available for IM or SC vaccines, 
untrained laypersons have a long and rich historically of 
successfully self-administering medication through these 
routes (e.g., patients with diabetes or rheumatic conditions, 
among others). In essence, this technique boils down to 
inserting a needle in the skin at either a 45- or 90-degree angle 
in the central portion of the deltoid muscle for IM vaccines, or 
the posterolateral aspect of the upper arm for SC vaccines. 21 

Appropriate technique is crucial in order to minimize the 
potential for injection site reactions or reduced vaccine efficacy 
if the wrong needle or route is used. Similarly, there are risks to 
the techni.cian, such as the potential for a needle stick. While 
convenient charts and reference guides are available to remind 
which route of administration and which needle gauge is 
recommended for _each vaccine, training will be critical to 
minimize the chance for error, 22 

The Idaho Board of Pharmacy was the first to adopt rules on 
this concept 23 Specifically, a registered and nationally certified 
technician must complete the following training in order to 
administer vaccines: 

1) Successfully complete a course on appropriate vaccine 
administration techniques by an Accreditation Council 
for Pharmacy Education accredited provider or a 
comparable course; and 

2) Hold a current certification in basic life support for 
healthcare providers offered by the American Heart 
Association or a comparable Board-recognized 
certification program that includes cardiopulmonary 
resuscitation and automated electronic defibrillator 
training and requires a hands-on skills assessment by 
an authorized instructor. 24 

The requirement for basic life support is to ensure the 
technician is able to assist the supervising pharmacist in 
responding to the extremely rare reactions that vaccines may 
elicit. 

Even with the training, the supervising pharmacist would still be 
able to use his or her discretion to delegate- or not delegate -
- the technical task of vaccine administration to a properly 
trained, registered, and nationally certified technician. 24 

Pharmacists may have varying degrees of comfort with 
delegation of vaccines generally and to their technicians 
specifically, and preserving delegation as an individual choice is 
key. We feel that the training requirement and pharmacist 
discretion in delegation are critical elements to ensuring 
confidence that technicians can appropriately administer 
immunizations. Such a model of pharmacist delegation is 
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already employed for other advanced tasks periormed by 
technicians, such as performing a point-of-care test or taking a 
medication history.25-26 

In discussing technician immunization administration with 
multiple stakeholders, we have not encountered anyone to 
date who has openly argued that an appropriately trained 
technician would not be technically able to safely and 
effectively administer vaccines at the discretion of their 
supervising pharmacist. Instead, arguments to date have 
centered around "Should pharmacy technicians be able to 
administer immunizations?" We have heard several points to 
this effect which are reviewed in Table 1. 

We believe that the sentiment encapsulated in each of the 
aforementioned points is well-intentioned and worthy of 
discussion. That said, we believe first and foremost that 
regulatory bodies should be chiefly concerned with the 
potential public safety impact. Safety should be the guidepost 
for deciding whether or not to allow greater pharmacy 
technician involvement in the immunization workflow by 
adding administration to the duties that may be delegated by a 
supervising pharmacist per the professional judgment of that 
supervising pharmacist. Similarly, the points are generally 
pharmacist-centric, and discount the value that engaged anS 

motivated technicians can bring to the pharmacy team. A key 
way-of recruiting and retaining top talent involves continuously 
providing new challenges and opportunities to motivated 
personnel. 

If safety can be reasonably assured, additional personnel 
capable of vaccine administration may even serve to improve 
access to community pharmacy-based immunizations. Some 
pharmacies may shy away from offering vaccinations if the 
pharmacist is exceptionally busy. Other duties of the 
pharmacist may also create lengthier waiting times for the 
administration portion of the immunization workflow. 
Delegating the administration component of the vaccination 
workflow could reduce the burden of time on the pharmacist, 
and if wait times are decreased, the patient experience may be 
further improved. If safety can be reasonably ensured in a 
workflow model that involves greater patient access and 
convenience, there could be tremendous value for both the 
patient and the pharmacy. 

To be sure, pharmacists would still play a critical role with 
immunizations, namely the clinical duties of prescribing the 
right vaccine to the right patient at the right time according to 
their professional judgment. We belleve that effective 
delegation is the essence of a healthcare provider, and that to 
truly seize provider status, pharmacists must have the 
permissive ability to delegate - at their discretion - any safe 
technical activity to an appropriately trained technician under 
their supervision. We believe vaccine administration represents 
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one such opportunity, and we anticipate innovator states will 
pursue this authority in the near future. 
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Table 1. Review of Concerns Raised to Date 

.Roinf " T .. T ~= .• ~ Counte..,.,oint .' --- . ~ --::- ·_"- '' .·. .•· .· .· .... ' <' . .· · .... 
Pharmacy associations have worked hard to In the described model, pharmacists would remain in charge of the immunization process. 
attain pharmacist immunization authority Specifically pharmacists would assess the patient, prescribe the right vaccination, and 
and it ls too early to "give this up." monitor for adverse events. Thus the pharmacist is not "giving up" immunizations just as 

pharmacists have not "given up" dispensing by better leveraging technicians in the 
medication use process. Instead, the pharmacist's time is better directed at the activities 

that require professional judgment in the immunization process. Technicians are already 
critlcally involved with immunizations; this would justadd the technical, non-clinical task of 
vaccine administration to the roles that a pharmacist could delegate to a technician. 

Pharmacists in some states are still working We believe that the value of pharmacy-based immunizations has been well documented 
to increase the types of vaccines they may over the past two decades and is broadly accepted in terms of safety, effectiveness, and 
provide,.and the patient populations they cost-effectiveness. This is perhaps most clearly demonstrated by the fact that one in five 
may provide them to. In other states, vaccinated Americans has voluntarily sought a vaccine in a pharmacy when they could have 
pharmacists are currently working to anow chosen any other venue for care and the fact that one third of all influenza vaccines were 
student pharmacists to administer vaccines. provided in pharmacies during the 2013-2014 flu s-eason. 6-27 Thus, we believe we are 
In addition, some interest groups are still beyond the point at which we need to gain additional support for pharmacist 
increasing their acceptance of pharmacy- immunizations as consumers have clearly embraced pharmacy-based immunizations. 
based immunizations, and delegation to 
pharmacy technicians could undermine 
growing support. 

Immunizations are one of the few areas While we believe pharmacy-based immunizations are a significant public health 
where pharmacists are able to demonstrate achievement, we do not believe it represents the edge of the clinical profession. Indeed, 
the expanded role of pharmacist. Technician pharmacists have recently made significant strides with services such as point-of-care 
delegation may forfeit this positive image. testing, prescriptive authority for select conditions, chronic disease state management, and 

Medication Therapy Management, among other advanced care services. 28-31 Immunizations 
have critically and importantly served as a gateway to patient acceptance of these 
advanced care services and have bolstered pharmacist confidence for the provision 
thereof, but we believe the time is ripe to move the needle (pun intended). 

Pharmacist: "I would not trust my technician It would be up to each supervising pharmacist to decide whether or not to delegate vaccine 
to administer vaccines" or "My technicians administration to an appropriately trained technician once the pharmacist has prescribed 
do not have any interest in administering it If a pharmacist is_not comfortable with a technician performing this task he or she may 
vaccines" simply choose not to delegate it, but it does not seem reasonable to hold back every other 

pharmacist and technician just because some pharmacists are uncomfortable with their 
Technician: "l do not like shots and wou Id own support staff. Such regulation to the "lowest common denominator" is rarely in the 
not want to glve one either." best interest of patient care. 

Similarly, some technicians would embrace this activity, others would not be excited about 
the prospects of vaccine administration, just as some pharmacists refused to become 
immunizers. Just because some technicians would not want to administer vaccines is not a 
reasonable reason to not allow any technician to do so. 

The salary for pharmacy technicians is such A broad discussion of appropriate salaries for pharmacy technicians is beyond the scope of 
that additional training and risk of liability the single issue of immunizations and represents more of a business discussion than a 
may be difficult to take on. regulatory discussion. However, it may be reasonable to assume that salary is in part 

influenced by value to the employer from a business operations standpoint and by supply 
and demand. Therefore, if there is a smaller subset of pharmacy technicians adequately 
trained to administer immunizations, and if the abllity for pharmacy technicians to provide 
immunizations brings additional value to the employer, it would be reasonable to expect 
market forces to drive up salaries for such appropriately trained pharmacy technicians. 
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June 22, 2018 

By Email (paula.pullano@health.ri.gov) 
Ms. Paula Pullano 

Rhode Island Department of Health 
3 Capitol Hill 
Providence, Rhode Island 02908-5097 

Re: Written Comments Concerning Proposed Rule Amending Regulations for 

Pharmacists, Pharmacies, and Manufacturers, Wholesalers, and Distributors 
(216-RICR-40-15-1) 

Thank you for the opportunity to submit comments. I represent the National 
Healthcare er Association ("NHA''), one of the two pharmacy technician certification providers 
approved by the Rhode Island Board of Pharmacy. We believe that the amending of these rules 
provides an opportunity to eliminate consumer confusion that results from the specific naming 
of one provider throughout the regulations. Consumers often believe that the naming of one 
organization indicates a preference established by the Board. We also not that one proposed 
amendment specifically appears to prohibit the use of our certification program. 

Background 

There are only two nationally accredited pharmacy certification programs in the United 
States, NHA's program which includes the ExCPT examination and the program offered by the 
Pharmacy Technician Certification Board ("PTCB"), which offers the PTCE examination. As 
noted above, both the ExCPT and PTCE have been approved for the certification of Rhode Island 
Pharmacy Technicians II by the Board. The ExCPT has been an approved certification since 
2012. 

Both the ExCPT and the PTCE are accredited by the National Commission of Certifying 
Agencies ("NCCA"). Both certification programs have undergone extensive evaluations, 
including an evaluation by the Texas State Board of Pharmacy in February of this year. The 
ExCPT outscored the PTCE but both exams were judged to meet psychometric standards. In 
late 2017, the National Association of Boards of Pharmacy ("NABP") conducted an evaluation of 
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the ExCPT and, in February, issued a statement to all Boards of Pharmacy that the ExCPT is 
psychumetrically sound, having passed each of the 32 evaluation criteria imposed by the NABP. 

Proposed Amendments 

The proposed amendments to 216-RICR-15-1 name PTCB in several places without 
providing similar recognition of NHA and the ExCPT. Indeed, at §1.2.126, a proposed 
amendment would list "PTCB" as defined term. While we believe the specific naming of PTCB 
throughout the regulation is likely a carry-over from the time before the ExCPT was approved 
by the Board, we know that many consumers view the listing of a specific provider in 
regulations as a statement of preference by the regulator. Others believe that the listing of 
only oRe provider indicates that only one provider has been approved by the Board. Below are 
our suggestions to eliminate confusion and to ensure that Rhode Island pharmacy technicians 
know th€ Board has provided them with a choice of providers. 

We ask that the Department consider making the following changes in order to 
eliminate this type of consumer confusion: 

1. Add "NHA'' as a defined term in the Definitions section of the regulations, as follows: 

"N-HA'' means Natio!'.lal Healthcareer Association, the provider of the ExCPT pharmacy 
technician certification program. 

2. Modify the definition of "PTCB" at §1.2.126 as follows: 

"PTCB" means Pharmacy Technician Certification Board, the provider of the PTCE 
pharmacy technician certification program. 

3. Correct the definition of Pharmacy Technician II at §1.2.117 as follows: 

Pharmacy Technician II. (See also § 1.1.10 of tAis Part). As used in these Regulations, a 
"Pharmacy Technician II" is one who is licensed by the Board as a Pharmacy Technician 
and who is also currently certified by tHe Pharmacy Technician Certification Board 
(PTCB), of tAe AR'lericaA PAarR'lacists' AssociatioA National Healthcareer Association 
(NHA) or other national certifying organization as may be approved by the Board. 

• Please note that PTCB is a stand-alone entity, and although it pays significant 
royalties to APhA and four other, unrelated organizations, it is not "of the 
American Pharmacists' Association". 

• Also please note that, the cross reference to "§1.1.10 of this Part" is no longer 
correct. Perhaps, the correct cross reference is §l.13.l(F)(2). 

anow,corn 
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4. Currently the proposed amendment to§ l.13.l(K)(l)(e)(6), concerning the continuing 
education of Verification Pharmacy Technician 11, only references PTCB and is either 
inaccurate or likely to lead to confusion. This section currently states: 

Completion of the required 10 CE Us annually with 2 CE Us in the concentration of 
"Medication Safety" as determined by PTCB. 

• Both NHA and PTCB require 20 hours of pharmacy technician related continuing 
education every two years, one hour of which must be in the topic of patient 
safety and one hour of which must be in the topic of pharmacy law, in order to 
renew certification. Both organizations follow the ACPE definition of "patient 
safety" for continuing education (ACPE Policy 5), which is as follows: 

The prevention of healthcare errors, and the elimination or mitigation of 
patient injury caused by healthcare errors (An unintended healthcare 
outcome caused by a defect in the delivery of care to a patient.) 
Healthcare errors may be errors of commission (doing the wrong thing), 
omission (not doing the right thing), or execution (doing the right thing 
incorrectly). Errors may be made by any member of the healthcare team 
in any healthcare setting. (definitions approved by the National Patient 
Safety Foundation® Board July 2003). 

• NHA does not take issue with the Board setting continuing education 
requirements that may exceed those required by the certification providers for 
the purpose of recertification. We believe, however, that there may be some 
confusion. Both the ExCPT and PTCE dedicate a significant portion of the exam 
to the topic of Medication Safety (the test plans are posted on each providers' 
website). In the ACPE 2017 Policies and Procedures Manual for Continuing 
Pharmacy Education, the primary domains of the PTCE are listed, including "4.0 
Medication Safety". Is it possible that the Department misunderstood this to 
suggest that 4 hours of Medication Safety was a continuing education 
requirement, thus setting the annual requirement under §l.13.l(K)(l)(e)(6) to 
two hours? As noted above, both certification providers require one hour of 
patient safety continuing education every two years. 

• If the Department means to require annually for pharmacy technicians to 
complete two hours of continuing education focused on Medication Safety, NHA 
then recommends that "as determined by PTCB" be stricken from the proposed 
amendment §l.13.l(K)(l)(e)(6), as follows: 

Completion of the required 10 CEUs annually with 2 CEUs in the 
concentration of "Medication Safety" as determined 13y PTCB as 
determined by ACPE-accredited providers. 
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Neither certification provider evaluates the content of the pharmacy technician 
continuing education to determine the topic or category of the CE. Each 

provider relies on ACPE's designation that the content is appropriate for 

pharmacy technicians when accepting the CE units towards recertification. 

Thank you for the opportunity to submit these written comments concerning 216-RICR-40-15-1. 
Please feel free to contact me if I or NHA can be of assistance. 

Sincerely, 

Jessica Langley, MS 

Executive Director of Education 
Jessica.langley@nhanow.com 

4 



~-

CardinalHealth'" 

June 19th, 2018 

Paula Pullano 
Rhode Island Department of Health 
3 Capitol Hill 
Providence, RI 02908-5097 

Via email: paula.pullano@health.ri.gov 
Re: Draft Rules 1.11 - Telepharmacy 

Dear Ms. Pullano: 

On behalf of Cardinal Health, I would like to thank the Rhode Island Department of Health 
(RIDOH) for the opportunity to collaborate on rules which provide safe access to pharmacist 
care for residents of Rhode Island through telepharmacy. Cardinal Health has long supported 
the benefits that increased access to a pharmacist can provide for patients. While we applaud 
the proposed updated regulations, we have identified some sections which, with minor 
revisions, could have a much more significant impact on access to healthcare for the residents 
of Rhode Island. 

The-first section is 1.11 (8)(3): We believe this sections intent is to require the remote site and 
the home pharmacy to operate on the same pharmacy management system. The current 
language may be confusing, so we propose a small edit to help clarify. 

1.11 (8)(3) 3. The remote site shall use its home phaFmacy and pharmacy management 
system. 

In section 1.11 (8)(3)(a) there is the requirement for all records to be maintained at the home 
pharmacy. In section 1.11 (8)(1) the regulations provide the option that records "shall be 
accessible electronically," at the host pharmacy. Federal Drug Enforcement Administration 
(DEA) regulations require controlled substance prescription records to be maintained at the 
location where they were dispensed. We recommend updating the language here to be in line 
with 1.11 (8)(1) as follows. 

1.11 (B)(3)(a) All records must be available electronically or maintained at the home 
pharmacy. 

Section 1.11 (8)(4)(b) refers to requirements of the telepharmacy solution being used to verify 
the accuracy of the filling process. There are many telepharmacy solutions available for the 
pharmacist to compare the stock bottle, drug dispensed, the strength, and its beyond use date 
through imaging technology, also known as store and forward technology. This technology 
allows the technician to capture and retain images of the filling process which the pharmacist 



can use to verify prescriptions in a queue format instead of live video format, allowing seamless 
integration into workflow. Store and forward technology is the accepted standard for 
telepharmacy systems and is currently allowed in all of the 23 other states which allow 
telepharmacy today. Store and forward technology provides increased safety and security due 
to the retention of all records and integration into standard workflow in a pharmacy. For these 
reasons, we recommend amending section 1.11 (B)(4)(b) as follows: 

1.11 (B)(4)(b) A pharmacist shall electronically compare via video link or imaging 
technology, the stock bottle, drug dispensed, the strength and its beyond use date. The 
entire label must be checked for accuracy on the video link or imaging technology. 

Finally, section 1.11 (B)(5tdiscusses !he requirements for consultation. Due to the sensitive 
nature and protected health information shared during a consultation, we recommend requiring 
a HI PAA-compliant video and audio link. Our suggested edits are as follows: 

1.11 (8)(5) Counseling must be done by a pharmacist via HIPAA-compliant video link 
and audio link, or new technology in the future as deemed appropriate by the Board, 

Cardinal Health thanks RIDOH for considering our suggested rule revision on this matter. We 
hope that the board will reconsider their rules to align with the public's best interest. Please do 
not hesitate to contact me with any questions or for further assistance. I can be reached at: 
319-774-7725 or adam .chesler@cardinalhealth.com 

Respectfully, 

Adam Chesler, PharmD 
Director, Regulatory Affairs 
adam.chesler@cardinalhealth.com 



Roberts, Sullivan (RIDOH) 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Importance: 

Pullano, Paula (Rll30H) 
Tuesday, June 26, 2018 9:34 AM 
Roberts, Sullivan (RIDOH) 
FW: [EXTERNAL] : Notice for Proposed Rulemaking - Comments 
Final_Licensing Fees Letter.Senate Finance Chair.docx 

High 

From: Dapaah-Afriyie, Ruth [mailto:rdapaahafriyie@Lifespan.org] 
Sent: Tuesday, June 26, 2018 8:28 AM 
To: Pullano, Paula (RIDOH) <Paula.Pullano@health.ri.gov> 
Subject: [EXTERNAL] : Notice for Proposed Rule making - Comments 
Importance: High 

Good Morning Ms. Pulllano, 

I would like to comment on the Proposed Rulemaking regarding Pharmacists. 
I am the Legislative Director for the Rhode Island Society of Health-System Pharmacists (RISHP). The members of this 
association are from the various health-systems and hospitals across the state of Rhode Island: 

My comments are in bold and blue font below: 
1. Addition of the reduction of Rhode Island Pharmacist license fees to the proposed changes in regulation of 

Pharmacists and Pharmacy Practice. We have already made known our concerns to Governor Raimondo, The 
Chairmen of the House and Senate Finance Committees, The Director of the Department of Health and The 
Chief Administrator of the Board of Pharmacy. Please see attached letter. Majority of our members have also 
contacted their legislatures. I would like this addressed at the hearing on July 9th • 

2. On page 13 of the document, #26. A Collaborative Practice Committee is defined follows: 

26. "Collaborative Practice Committee" shall consist of six (6) individuals: three (3) individuals to be appointed by 

the Board of Pharmacy from nominees provided by the Rhode Island Pharmacists Association; -and three (3) 

individuals to be appointed by the Board of Medical Licensure and Discipline from nominees provided by the Rhode 

Island Medical-Society. The Collaborative Practice Committee shall advise the Director on all issues pertinent to the 

regulation of collaborative practice". 

Rhode Island Pharmacists Association {RIPA) does not represent all pharmacists in the State. Rhode island Society of 
Health-System Pharmacists should be represented on this committee. Please revise the constitution of the committee 
to include 2 members from RISHP, Z members from RIPA, and 2 physicians. 

I look forward to your acknowledgement of receipt of my message. 
Thank you. 

Sincerely, 
Ruth Dapaah-Afriyie 

Ruth Dapaah-Afriyie, B. Pharm (Hons), Pharm.D., BCACP, C.D.0.E., CV.D.0.E. !Senior Clinical Pharmacist 
Specialist I Residency Program Director I Rhode Island Hospital I 593 Eddy Street Providence. RI 02903 I Phone: 
401.444.1735 I Fax 401444.0391 I rdapaahafriyie@lifespan.org 
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This transmission is intended only for the addressee(s) listed above and may contain information that is confidential. If 
you are not the addressee, any use, disclosure, copying or communication of the contents of this message is prohibited. 
Please contact me if this message was transmitted in error. 
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Senator William J. Conley, Jr. 
Chairman, Senate Committee on Finance 
State House 
Room 211 
Providence, RI 02903 

Dear Sir, 

Rhode Island Society of Health-System Pharmacists 
PO Box 40297 

Providence, RI 02940 

May 29, 2018 

State of Rhode Island Pharmacist License Fees 

My name is Ruth Dapaah-Afriyie, B. Ph arm, Pharm.D., BCACP, CDOE, CVDOE, the Legislative Director for the 
Rhode Island society of Health-System Pharmacists (RISHP). 
On behalf of the members of the RlSHP Board and society, I am writing to address our concerns regarding the 
exorbitant pharmacist licensing fees in the State of Rhode Island and its impact on the Profession of Pharmacy 
in the state. 

RISHP represent pharmacists across varying practice settings in Rhode Island. Our members have expressed 
concern over the _past few years about our extraordinarily high licensure fees compared to pharmacists in 
neighboring states, as well as other healthcare professionals (physician assistants, nurse practitioners) in our 
own state as indicated in the table below: 

Comparison of 1'-harmacist License Fees in Rhode Island, Massachusetts and Connecticut; Nurse Practitioners 

and Physician Assistants in Rhode Island 

p f. ~- ". . -
State 

_ I -- - - . • License Fees($) - _. ro ess1on- _ , . -- - -
-_ 

- - - • -- -- --- -

Per Year Biennial Free 
Pharmacist Rhode Island 280.00. 

--- -

560.00 
- -

Ann - -- -

Massachusetts 75.00 150.00 Bien 

Connecticut -
-- 60.00 _ < 

-
• -

120,00 _ -- -
Bien 

Nurse, Nurse Practitioner Rhode Island 200.00 400.00 Bien 

Physician Assistant Rhode Island 
-

155.00 
-

310.00 - Bien 

In addition to the undue burden on pharmacists, these high fees hinder the advancement of our profession in 

Rhode Island. Hospitals and healthcare systems are unable to attract and retain highly skilled pharmacists. 

On behalf of our association, I would like to make the following requests: 
1. Please consider the reduction of our fees to an amount consistent with the rate in our region 
2. Please include The Board of Pharmacy and representatives from RISHP in any future discussions 

regarding pharmacist licensure fees in Rhode Island 

I welcome the opportunity to discuss the concerns raised in this letter. Please contact me with any questions 
or concerns. 



I look forward to hearing from you. 
Thank you for your time and favorable consideration. 

Sincerely, 

Ruth Dapaah-Afriyie, B.Pharm, Pharm.D., BCACP, CDOE, CVDOE 
Email: rdapaahafriyie@lifespan.org 
Phone: 401-639-5197 
for: 
Board and Members of Rhode Island Society of Heath-System Pharmacists 

CC: 
Governor Gino M. Raimondo, Governor, State of Rhode Island 
Nicole Alexander-Scott, MD, MPH, Director Rhode Island Department of Health 
Peter Ragosta, RPh, Chief Administrative Officer, Board of Pharmacy, Rhode Island Department of Health 



TELE.IC' 

June 26, 2018 

Paula Rullano 
Rhode Island Department of Health 
3 Capitol l,,lill 
Providence, Rt 02908-5097 
Cc via email: paula.pullano@health.ri.gov 

Re: Telepharmacy Draft Rules 1.11 B 

To Ms. Rullano: 

Patients who have improved access to a pharmacist will have a better grasp of their health and 
increased medication adherence; thus they will have improved outcomes. One of the primary 
goals of introducing telepharmacy to your state is to provide access to pharmacy services for 
patients living in rural or underserved areas. The Rhode Island Department of Health (RIDOH)'s 
current proposed rules take into consideration these underserved patients and will link more 
patients to enhanced pharmacy services than before, bowever we recommend some minor 
revisions in order to provide a greater benefit. Our proposed revisions are as follows: 

• 1.11 (B)(4 )(b ): This section discusses the verification of a prescription by a pharmacist 
via a video link. 

o Current store and forward technology allows data to be captured as a still image 
record which is then saved or stored electronically for future review. 

o This form of technology is more easily retrievable and is more efficient at holding 
data for future verification purposes than a video link alone. 

o We recommend amending the proposed rule as follows: 

4(b) A pharmacist shall electronically compare via video link or store and forward 
technology the stock bottle, drug dispensed, the strength, and its beyond use date. 
The entire label must be checked for accuracy~ s1deo Hnk. by a pharmacist. 

• 1.11 (B)(4 )(c): This section discusses the use of a barcode verification system to aid in 
the correct dispensing of a prescription. 

o The barcode of the stock bottle is printed on the label of the dispensed drug and 
the technician must then scan both the stock bottle barcode and prescription 
label barcode for verification. 

o While the intent of this measure is to improve accuracy and reduce errors, this 
requirement may prevent certain pharmacy management systems from allowing 
the practice of telepharmacy, as their software does not have the ability to print a 
barcode on the •iabel. 

o Furthermore, a technician may simply scan the stock bottle twice to save time 
rather than scanning the additional barcode on the label of the dispensed 
medication, thus negating the need for this step altogether. 

o Currently, of the 23 states that allow telepharmacy, most states do not require 
barcodes on the label and are able to dispense prescriptions at remote locations 
without patient safety issues. 



o We recommend changinfJ the proposed rule as follows: 

4(c) The remote dispensing site shall utilize a verification system that confirms 
the stock bottle selected to fill the prescription barseEle s,<slem /Rat prints the 
barooEle of /Re sleek bottie on the I-abet ef the ci-ispensed ElrtlfJ. If /Re stock bottle Eloes 
not h-ave a barcoEle, /Re pharmacy shah' create one and the I-abet of/Re d'spenseEI 
fmif1 #Jal is the same as /Ro dr.1g in tho sleek bottle the medication indicated on 
the prescription label for each prescription dispensed. 

• 1.11 (8)(7): This rule requires the storage of control records at the home pharmacy and 
at the remote site. 

o While section 1.11.B.1 states remote dispensing site prescription "records shall 
be maintained at the home pharmacy in files separate from the home pharmacy 
files or shall be accessible electronically.," section {b )(7) does not mention the 
ability to access the records electronically. 

o These rules contradict each other and may lead to confusion for pharmacies 
about which location should store prescription records for controls. 

o Federal DEA requirements specify control records be maintained at the location 
where.the prescription is filled. 

o Most computer systems allow for the storage of records electronically. 
o We recommend changing the proposed rule as follows: 

1.11 (8)(7) Controlled substances shall be kept at the remote site in accordance with 
the R.I. Gen. Laws Chapter 21-28. All-controlled substance records must be stored
at the home pharmacy anEI ;1t the remote site and shall be readily accessible 
electronically at the home pharmacy. 

Thank you for your time and consideration. Please let me know if I can better clarify any of the 
above points. I can be reached at iessica.adams@telepharm.com or on my cell at (512)426-
6868. We will have a representative attending the upcoming board of pharmacy meeting to 
address any additional questions you may have. 

Sincerely, 

Jessica Adams, PharmD 



To the Department of Health, 

I am writing today regarding the proposed rules and regulations changes for Pharmacists, Pharmacies, 

and Manufacturers,-Wholesalers, and Distributors (216-RICR-40-15-1). I am a resident of West Warwick, 

RI and am a licensed pharmacist in several northeast states, though not in the state of RI. The proposed 

rules have obviously been well thought through though several of the proposed rules need further 

clarification. 

The final verification of medications dispensed by a technician in an environment where a pharmacist is 

not available seems to challenge several sections of the rules that have not been proposed for 

amendment, or in fact enhanced by amendments r,roposecLThis includes the definition of a medication 

error, general pharmacy operations that require a pharmacist must be present during the hours of 

operation of a pharmacy, as well as in the code of conduct for the pharmacist in charge and on duty. If 

the pharmacist is not the responsible individual for final verification, the responsibility that duty carries 

must be transferred to the individual conducting it. Other state that have made the remote pharmacist 

rule change have drastically underserved counties and the remote tech check tech increases the access 

to medications for an underserved population. RI has no counties that meet this definition for pharmacy 

services. In an institutional setting, a pharmacist can have direct supervision and this maybe the 

environment-this rule change was intending to effect 

A further area of concern for me is the dispensing errors -analysis. There needs-to be some protection for 

the organization conducting the review so they can fully and honestly look at the problem, and not just 

assign blame in case there is actual harm to a patient and a lawsuit follows. Massachusetts created a 

non-discoverable process for these critical safety reviews that allows the organization that had the error 

to have an honest process, while the information is not available to an injured party during a discovery 

process. If this protect does not exist, the review will be bias towards protecting the organization, not 

protecting the future health of patients 

Patient counseling is a conversation between the pharmacist or intern and the patient to evaluate 

patient knowledge of a medication, safe use, and any potential dangers that exist for the patient to take 

the medication. A patient cannot be counseled in writing in any significant way as there is no 

assessment of understanding which is concerned a core part of patient counseling as taught through 
organizations such as the Indian Health Service. 

I appreciate the work that has been done and hope these comments inform future conversations about 
the proposed rules. 

Sincerely 

Matthew Lacroix Pharm.D MS BCPS 



Roberts, Sullivan (RIDOH) 

From: Pullano, Paula (RIDOH) 
Sent: Friday, June 29, 2018 12:13 PM 

Roberts, Sullivan (RIDOH) To: 
Subject: FW: [EXTERNAL] : Proposed Pharmacy Regs Public Comment 

From: Paul Capuano [mailto:pcapuano12l2@gmail.com] 
Sent: Friday, June 29, 2018 12:06 PM 
To: Pullano, Paula (RIDOH) <Paula.Pullano@health.ri.gov> 
Subject: [EXTERNAL] : Proposed Pharmacy Regs Vublic Comment 

Hi Paula, 
I would like to submit the following as a public comment for inclusion in the current proposal of the new pharmacy 
regulations which I noticed.was left out or would be left up to interpretation: 

1. Any person, pharmacist, business entity or public officer, including a licensee, may submit a complaint 
to the Board against any licensee or person believed to be engaged in activity which violates pharmacy 

laws and regulations (referred to herein as "respondent"). 

-2. All complaints shall be submitted to the Department by the complainant or its authorized 
representative of the complainant. A complaint shall state the grounds for the complaint, including a 

statement of facts or circ~mstances upon which the complaining party relies for the charge. A 

complaint shall state the name, address, and telephone number of the complainant or representative 
to be contacted by the Board or its investigative designees for purposes of investigation or giving of 

notice. 

3. Within twenty (21) days of receipt of notice that a complaint has been filed, the respondent shall 
respond in writing to the Board. 

Professionally, 
Paul Capuano R.Ph 
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Deeb Eid, Pharm D 

Assistant Professor/Experiential Coordinator, Pharmacy Practice Department 
Ferris State University College of Pharmacy 
220 Ferris Drive, Big Rapids, Ml 49307 
deebeid@ferris.edu 

Re: Public Comment on RICR Title 216-Rhode Island Department of Health, Chapter 40, 
Subchapter 15-Pharmacy 

Dear Peter Ragosta and Rhode Island Board Members, 

I'd like to first commend you on the rule promulgation and changes you have proposed in 

Rhode Island. In my opinion, you are taking steps needed to increase patient safety and help to 
remove barriers to care with these proposed rules. As part of a previous role in regulatory 
affairs, my service to the profession, an educator of future pharmacists, and an academic 

researcher, I've been tracking topics with a focus on advancing pharmacy practice and wanted 
to provide evidenced based feedback for your consideration. I've also referenced studies within 
these comments and can provide copies of manuscripts to help inform the Board upon 
requested. 

Below are the supportive comments I'd like to share with the-Board: 

Section: 1.12.1 Administrat-ior, of Immunizations I Topic: 8. Allowing a pharmocist to delegate 
-the administration of immunizations to "technician II". 
Comments: Allowing pharmacy technicians to administer immunizations is a positive step 
forward for patient care and helping to improve pharmacy workflow. Idaho became the first 
state to specifically address this and have had successful implementation no evidence of 

patient harm or patient safety being compromised. In fact, according to McKeirnan et al, from 
December 2016 to May 2017, technicians administered 953 vaccinations to patients with no 
adverse events.1 A training program has been developed by Washington State University to 
assist in the education of proper technique. I encourage the board and other stakeholders to 

also consider the work of Atkinson et al as a reference article addressing controversial 
questions that may arise with this topic.2 Specifically, in Appendix A below, Table 1: Review of 
Concerns Raised to Date, provides both points and counterpoints of which an example from 
this table has been included below. 

Section: 1.13.1 Pharmacy Technicians I Topic: L. Technician II Verification Program 
Comments: Tech-check-tech, or as some states are now calling it "accuracy checking 
technician" has been successfully and safely practiced in some states for decades. Adams et al 

reviewed and demonstrated safety data, including that results of 11 studies published since 
1978 indicate that technicians' accuracy in performing final dispensing checks is very 

comparable to pharmacists' accuracy (mean± S.D., 99.6% ± 0.55% versus 99.3% ± 0.68%, 
respectively. Frost et al also reviews data in the community setting and also showed that in 2 
studies that reported accuracy rates, pharmacy technicians performed at least as accurately as 



pharmacists (99.445 vs 99.73%, P = .484; 99.95 vs 99.74, P < .05).4 In addition, there are 
currently multiple pilot and research programs in states such as Wisconsin, Tennessee, Iowa, 
South Dakota, and more which have been studying the workflow and outcomes 
of implementing these models. I encourage the board and other stakeholders to move forward 
on this as it will only help to improve patient care initiatives and allow for pharmacists to spend 
more time with patients as demonstrated by Andreski et al.5 I'd also encourage the board to 
refer to Adams for deliberations of the Idaho regulatory board on advancing technician 
practice, which an example from (Appendix A) Table 2: Summary of-key decision points in 
rulemaking below will help. 6 

Section: 1.9 Provision of Medications by Non-Pharmacists I Topic: H. Pharmacist Prescribing of 
Contraceptive Medications 
Comments: St~dent pharmacist are educated in expectations of ACPE Standards 2016 and CAPE 
outcomes to become the medication and disease state management experts. Colleges and 
schools of pharmacy are held to high standards to ensure pharmacists are able to provide 
patient care, understand drug information, and be the "go to" health care professional for 
medication related questions, management, and wellness. Six states (CO, NM, OR, CA, MD, HI) 
have taken the initiative to expand scope by including prescribing of contraceptive medications 
to pharmacists via statewide protocols. Others, including IL, MN, MO, and NH have been 
working towards a similar goal. I'd encourage the board to consider moving forward on 
this initiative with the following minor language changes for consideration. Section 1, to 
remove the wording "patches" and "self-administered", and instead broaden the language 
to include "any FDA approved COfltraceptives" (same change for Section 1.a.5). Various studies 
have_shown that pharmacist can safely prescribe, educate, and assess self-administered 
contraceptives in various forms such as oral, patches, vaginal rings, and injectables. I'd also 
consider allowing for ACPE approved training/education programs versus State Board approved 
to allow for the accreditation body vetting of programs similar to in other state and in line with 
expectations of schools and colleges of pharmacy. Lastly, I'd encourage stakeholders to 
consider the materials developed and available in states such as Oregon, Colorado, or New 
Mexico as evidence and resources moving forward. 

Thanks for your consideration, 

Deeb Eid, PharmD 



Appendix A 
Table 1: 

Table 1, Review of Concerns Raised to Date 

Point Counterpolrtt 
Pharmacy assoclatlons have worked hard to 

attain pharmacit;t immunization authority 
and it ls too early to "give this up.p 

ln the described model, phartnacist:s would remain in charge bf lhe Immunization process, 
Specifically pharmacfsts would assess the patient, prescribe the right vaccination, and 

monitor for adverse events. Thus the pharmacist ls not "giving Up" lmniunlt:ations jus.t as 
pharmacists have not ''given up'' dispensing by b!=tter leveraging tec:hnh:ians ln the 

medication use process. Instead, the pharmadst's time is better directed at the activities 
that requke professional judgment in the immunization process_ Technicians. are already 
critically Jnvo!ved with immqnizations; this would just add the technical, non-c!inlcal la5k of 
vaccine administration to the ro!es that a pharmacist could delegate to a technician, 

Table 2: 
Table2 
Summary orkey decision points in rulemaking. 

Service 

Tech-Check-Tech 

Key Decision Points 

a. Nomenclature. The- rule updale- rellranded TCT as an "accuracy chetking technid.an program" and the technicians 
performing final product verification we;re termed "accuracy checking technidans (ACT)," This terminology was 
adopted from a recent pilot project in New Zealand. ,md was cbosen as the Board fell it more accur,ltely C-i!plures the spirit 
of such a program. For example, TCTimplies a tech.nidan can only check a fellow technician, whereas the Board- envisions a 
techn[lian having the ability to also check a stlldent pllatmadsl, an automated dispensing. system, or other tech1lology
assisted filling equipment. 

b. Pr.lctkf: Setting. Previous Board rule aJlowedTCTin u,Kute cant' hospitals. though a waiver had also l:leen 5;rant-ed to allow 
it ln a psychiatric hospital as well. The Board decided to make this rule practice-site agnostic as product velification is 
functionally the same rega.rdless of setting. Frost and Adams reviewed the conceptual differences in TCT progrilms be
tween institutional and community settings (unit dose vs, bulk contc1iners; daily dose vs. 3~ or 90-clay supply; dispensing 
to other health professionals vs. the ultimate user, etc}. 14 Thus. there .ire some safety valves in institutional practice that do 
not directly carry over lo community sett\.ngs. As a result the Ooard did add a technology requirement specific to com
munity settings: "Reldil pharmades implementing an accuracy checking technician program must use an electronic 
verification system that confirms the drug stock selected to fill the pn:scription is the same as Indicated on U1e presuiption 
label. Each prescription prepared for dispensing under an accuracy checking program must be e!ectronka!ly verifi-ed and 
eienronica!Iy documented." 

c. Covered Dmgs. The previous ru!e was limited to unit duse medications and this requirement was struck, enabling TCTto 
be leveraged ror any rnecfka:tions (including those in bulk containers~ The only drugs ext]udecl Uy law are compounded 
products, given the potenlial s-,;ifely risk these presenL While other st<1tes carve out controlled substances from TCT, the 
Idaho rules do not. In addition. prior rule language e;,,:empted medications "if .the alteration of a unit dose or the 
combination of unit doses is required.'' This language was struck, opening the door for TCT to be usecl for innovative 
packaging models{e.g., daily Wister packs)_ 

d. Student Pharmacist Participation. In general, student phannacists can perfom1. any activity lmder U1e supervision of a 
pharmacist with the ex:ception of final verification. Rule language was added to specifically enable student pharmadsts 
to participate fully in the ACT program with the same limitations and requirements as J\CTs. 
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Roberts, Sullivan (RIDOH) 

From: 
Sent: 
To: 
Subject: 

Pullano, Paula (RIDOH) 
Monday, July 09, 2018 12:18 PM 
Roberts, Sullivan (RIDOH) 
FW: [EXTERNAL] : Pharmacy Rule Making comments 

From: David Benoit [mailto:dave@northeastpharmacy.com] 
Sent: Monday, July 9, 2018 12:13 PM 
To: Pullano, Paula (RIDOH) <Paula.Pullano@health.ri.gov> 

Cc: Scott Campbell (oceanpharm@cox.net) <oceanpharm@cox.net>; Jack Hutson (Jack.Hutson@neasllc.com) 
<Jack.Hutson@neasllc.com>; Karen Hekeler <karen@northeastpharmacy.com> 
Subject: [EXTERNAL] : Pharmacy Rule Making comments 

In regard to: 

RICR Title 216 - Rhode Island Department of Health 
Chapter 40 - Professional Licensing and Facility Regulation 
Subchapter 15 - Pharmacy 
Part 1- Pharmacists, Pharmacies, and Manufacturers, Wholesalers, and Distributors 

I-have reviewed the proposed new pharmacy reguiations, paying particular attention to additions, deletions, and 
changes. I have only three observations and comments. 

1.4.21 Ac strike "34 days" to be consistent-with proposed change? 

1.5.13 F 2 a (3) the word in the final phrase "assure" concerns me. I believe the phrase should be - the pharmacist 
shall timely notify the prescriber and/or the patient's physician. 

1.5.13 F 3 filing a zero report every 30-days (in retail pharmacies) seems overly demanding. Annually or every six 
msnths would seem more than adequate for being required to report "nothing". 

Respectfully, 
Dave 

David G. Benoit, MHP, RPh. 
VP, Patient Care Service 
Northeast Pharmacy Service Corp. 
800-532-3742 X 113 
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Roberts, Sullivan (RIDOH) 

From: 
Sent: 
To: 
Subject: 
Attachments: 

Pullano, Paula (RJDOH) 
Monday, July 09, 2018 9:32 AM 
Roberts, Sullivan (RJDOH) 
FW: [EXTERNAL]: Comments: 216-RJCR-40-15-1 
Atkinson2017 -PharmacyT echnicianlmmunization.pdf 

From: davidrbright@yahoo.com [mailto:davidrbright@yahoo.com] 
Sent: Monday, July 9, 2018 8:23 AM 
To: Pullano, Paula (RIDOH) <Paula.Pullano@health.ri.gov> 
Subject: [EXTERNAL]: Comments: 216-RICR-40-15-1 

Paula Pullano, 

During the comment period for the proposed rule regarding pharmacy technician immunizations, I wanted to share my 
thoughts in case they were helpful for the Board. To preface my thoughts, I am the current President of the Pharmacy 
Technician Certification Board (PTCB) Certification Council, but these comments are my own and do not necessarily 
reflect the view and/or opinions of PTCB. 

I believe that pharmacy technicians serve a valuable role in helping to ensure that the practice of pharmacy can take 
place in an eflic:ient manner by assuming many of the technical tasks that help pharmacists dispense medic:ation and 
provide patient care. Pharmacy technicians have been an inte_g_ral part of the pharmacy team for many years in the 
dispensing process, and the role of pharmacy technicians in non-dispensing patient care roles is well documented in the 
literature. I wanted to specifically-call to attention an article (attached) that further eluc:idates some preliminary thoughts 
and opinion from similar rules in Idaho. 

Please do not hesitate to reach out if I could be of assistance in any way during the Board's deliberations. 

Best regards, 

David 

David Bright, PharmD, BCACP 
davidrbright@yahoo.com 
419.699.2984 
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Should Pharmacy Technicians Administer lmmunizatfons? 
Dylan Atkinson, PharmD Candidate1; David Bright, PharmD, BCACP2

; Alex J. Adams, PharmD, MPH3 

1University of Pittsburgh Schoof of Pharmacy; 2 Ferris State University, College af Pharmacy; 3/daho State Board of Pharmacy 

Abstract 
Purpose. To describe the potential role for pharmacy technicians in admin-istering immunizations - limited for this discussion to 
specifically inserting the needle into the patient's arm and pressing down on the plunger- at the discretion of a supervising pharmacist 
as a way to enhance patient care and workflow efficiency. 
Summary, Pharmacy technicians currently play an important role in facilitating pharmacy-based immunization programs. Technicians 
routinely perform non-clinical tasks related to pharmacy-based immunizations, though nearly all states prohibit technicians from 
administering vaccines. Several studies demonstrate that untrained laypersons can safely administer intranasal or intraderma! vaccines, 
and laypersons routinely administer medications through intramuscular or subcutaneous routes (e.g., patients with diabetes or 
rheumatic conditions). It stands to reason that a trained pharmacy technician could perform comparably on these techniques that 
laypersons have mastered. One state has adopted rules to allow pharmacy technicians to administer immunizations if the technician has 
completed specific training on administration techniques and on basic life support. This task is performed at the discretion of the 
supervising pharmacist, and the pharmacist would still be responsible for clinical aspects of immunizing such as prescribing the right 
vaccine to the right patient. Additional considerations factoring into the decision as to whether or not to involve pharmacy technicians 
in immunization administration are also summarized. 
Conclusion. If safety can be reasonably assured through training and supervision, it may be appropriate to delegate vaccine 
administration to appropriately trained pharmacy technicians. Such delegation may enhance workflow efficiency, which may confer 
added value for patient care and potentially improve access to community pharmacy-based immunizations. 

Conflicts of Interest: None 

Disclaimers: The views expressed in this manuscript are those of the authors alone, and do not necessarily reflect those of their 
respective employers, nor do they necessarily represent officlal policies. David Bright is the current president of the Pharmacy 
Technician Certification Board Certification CounciL The views and opinions expressed in this artide are those of the authors and do not 
necessarily represent the views and opinions of the Pharmacy Technician Cer-tification Board. 
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Pharmacy-based immunizations have been one of the most 
significant public health achievements of the profession ln 
recent years. The Centers for Disease Control and Prevention 
(CDC) has lauded the profession's efforts to increase 

vaccination rates in the United States.1 Various studies have 
demonstrated that pharmacists increase vaccination rates 
against influenza, pneumonia, and herpes zoster. 2--1 Patients 
have demonstrated high acceptance of pharmacy-based 
immunizations, with 97% of vaccinated patients' surveyed 

reporting satisfaction with their experience in the pharmacy.5 

One third of all influenza vaccines given during the 2013-2014 
flu season were provided in a community pharmacy. 6 In 
addition, studies have demonstrated that pharmacy-based 
immunizations are more cost-effective than those provided in 
other settings, including physician offices. 7"'8 

Corresponding author: Alex J. Adams, PharmD, MPH 

4537 N Molly Way, Meridian, ID 83646 

Email: alexadamsrph@gmail.com 

In order for pharmacists to provide immunizations, a series of 
activities must be accomplished. Pharmacists must assess 
current vaccination status and identify an appropriate 
candidate for a vaccine, discuss and recommend needed 
vaccinations with the patient/caregiver, prescribe (or order 
under protocol) the right vaccine, prepare tRe vaccine to be 
administered, administer it via the proper route, provide 
counseling and a vaccine information statement, and monitor 
for adverse events and report as appropriate. In addition, there 
are management activities related to vaccine ordering, storage, 
handling, documentation, and registry reporting. Each ofthese 
individual steps requires varying degree of professional 
judgment and clinical expertise. 

Immunizations are one of the first successful clinica I services to 

be integrated into the workflow of a community pharmacy, but 
it has not been without challenges to pharmacists. In a survey 
of immunizing pharmacists, pharmacists slightly agreed that 
"there is not enough time in a normal work day to immunize 
patients" and slightly agreed that they "felt overworked or 
overwhelmed when they have to immunize patients while 
filling prescriptions."9 

http://z.urnn.edu/INNOVATI0NS 2017, Vol. 8, No. 3, Attic!e 16 INNOVATIONS in pharmacy 



Pharmacy technicians have demonstrated an ability to help 
with different aspects of clinical service provision in the 
community pharmacy setting. 10·12 Slmilarly, pharmacy 

technicians can play a critical role in facilitating pharmacy
based immunization programs by defraying some of the added 
workload placed on pharmacists. The role of technicians in non
discretionary activities related to immunizations has been well 
documented.13-16 Despite the benefits of technician 
involvement with immunizations across a number of activities, 
to date we have observed little advocacy to enable pharmacists 
to delegate the technical immunization workflow component 
of vaccine administration - specifically the technical aspects of 
inserting the needle into the patient's arm and pressing down 
on the plunger -- to technicians. This is surprising given that 
physicians routinely delegate vaccine administration to support 
personnel. 17 

This discussion naturally leads to the question "Are pharmacy 
technicians trained to administer immunizations?" Jhe answer 
to that question is quite simple: no. While we have 
encountered an occasional technician who previously 
administered immun.izations while working as a medical 
assistant in a physician's office, by and large most technicians 
are not currently trained to ad minister immunizations. But why 
would they be? Why would a technician - or their employer
invest time and money in a training program for a skill they are 
legally prohibited from providing in practice? In hopes that a 
benevolent regulator may soon permit them to exercise a 
previously acquired skill? 

We contend a more appropriate starting point is ''Can 

pharmacy technicians be trained to administer 
immunizations?" In that respect, administering a vaccine 
encompasses tasks that technicians already perform (e.g., 
selecting proper needle gauge and length, loading syringe, and 
safely disposing of needles and syringes) and tasks that would 
generally be considered new ( e.g., identifying the proper site of 
injection and using the proper route of administration). We 
believe a technician can master these new tasks as other 
licensed and unlicensed health professionals with similar career 
experience and training have mastered them. 

Vaccines are most commonly administered through 
intramuscular (IM), subcutaneous (SC), intranasal (albeit not 
currently recommended), intradermal and oral routes. Several 
studies have demonstrated that unlicensed laypersons can 
safely and effectively self-administer intranasal and intradermal 
vaccines while achieving statistically similar levels of immune 
response. 18

-
20 Thus, we would contend that if an unlicensed 

layperson can safely administer an intranasal or intradermal 
vaccine, it stands to reason that an appropriately trained 
pharmacy technician could perform comparably. In addition, as 
previously noted, medical assistants are able to perform 
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vaccine administration under the supervision of a physician in 
some states. 21 

While similar studies were not available for IM or SC vaccines, 
untrained laypersons have a long and rich historically of 
successfully self-administering medication through these 
routes (e.g., patients with diabetes or rheumatic conditions, 
among others). In essence, this technique boils down to 
inserting a needle in the skin at either a 45- or 90-d.egree angle 
in the central portion of the deltoid muscle for IM vaccines, or 
the posterolateral aspect of the upper arm for SC vaccines. 21 

Appropriate technique is crucial in order to minimize the 
potential for injection site reactions or redu.ced vaccine efficacy 
if the wrong needle or route is used. Similarly, there are risks to 
the technician, such as the potential for a needle stick. While 
convenient charts and reference guides are available to remind 
which route of administration and which needle gauge is 
recommended for each vaccine, training will be critical to 
minimize the chance for error. 22 

The Idaho Board of Pharmacy was the first to adopt rules on 
this concept. 23 Specifically, a registere-d and nationally certified 
technician must complete the following training in order to 
administer vaccines: 

1) Successfully complete a course on appropriate vaccine 
adm.inistration techniques by an Accreditation Council 
for Pba.rmacy Education accredited provider or a 
comparable course; and 

2) Hold a current certification in basic life support for 
healthcare providers offered by the American Heart 
Association or a comparable Board-recognized 
certification program that includes cardiopulmonary 
resuscitation and automated electronic defibrillator 
training and requires a hands-on skills assessment by 
an authorized instructor. 24 

The requirement for basic life support is to ensure the 
technician is able to assist the supervising pharmacist in 
responding to the extremely rare reactions that vaccines may 
elicit. 

Even with the training, the supervising pharmacist would still be 
able to use his or her discretion to delegate - or not delegate -
- the technical task of vaccine administration to a properly 
trained, registered, and nationally certified technician. 24 

Pharmacists may have varying degrees of comfort with 
delegation of vaccines generally and to their technicians 
specifically, and preserving delegation as an individual choice is 
key. We feel that the training requirement and pharmacist 
discretion in delegation are critical elements to ensuring 
confidence that technicians can appropriately administer 
immunizations. Such a model of pharmacist delegation is 
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already employed for other advanced tasks performed by 
technicians, such as performing a point-of-care test or taking a 
medication hlstory. 25-25 

In discussing technician immunization administration with 
multiple stakeholders, we have not encountered anyone to 
date who has openly argued that an appropriately trained 
technician would not be technically able to safely and 
effectively administer vaccines at the discretion of their 
supervising pharmacist, Instead, arguments to date have 
centered around "Should pharmacy technicians be able to 
administer immunizations?" We have heard several points to 
this effect which are reviewed in Table 1. 

We believe that the sentiment encapsulated in each of the 
aforementioned points is well-intentioned and worthy of 
discussion. That said, we believe first and foremost that 
regulatory bodies should be chiefly concerned with the 
potential public safety impact. Safety should be the guidepost 
for deciding whether or not to allow greater pharmacy 
technician involvement in the immunization workflow by 
adding administration to the duties that may be delegated by a 
supervising pharmacist per the professional judgment of that 
supervising pharmacist Similarly, the points are generally 
pharmacist-centric, and discount the value that engaged and 
motivated technicians can bring to the pharmacy team. A key 

way of recruiting and retaining top talent involves continuously 
providing new challenges and opportunities to motivated 
personnel. 

If safety can be reasonably assured, additional personnel 
capable of vaccine administration may even serve to improve 
access to community pharmacy-based immunizations. Some 
pharmacies may shy away from offering vaccinations if the 
pharmacist is exceptionally busy. Other duties of the 
pharmacist may also create lengthier waiting times for the 
administration portion of the immunization workflow. 
Delegating the administration component of the vaccination 
workflow could reduce the burden of time on the pharmacist, 
and if wait times are decreased, the patient experience may be 
further improved. If safety can be reasonably ensured in a 
workflow model that involves greater patient access and 
convenience, there could be tremendous value for both the 
patient and the pharmacy. 

To be sure, pharmacists would still play a critical role with 
immunizations, namely the clinical duties of prescribing the 
right vaccine to the right patient at the right time according to 
their professional judgment. We believe that effective 
delegation is the essence of a healthcare provider, and that to 
truly seize provider status, pharmacists must have the 
permissive ability to delegate - at their discretion - any safe 
technical activity to an appropriately trained technician under 
their supervision. We believe vaccine administration represents 
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one such opportunity, and we anticipate innovator states will 
pursue this authority in the near future. 
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POLICY 

Table 1. Review of Concerns Raised to Date 

Point • 
. · . "'·-<-.. -:- :_"_·-·: ' ·counterpoint .. ._, -·:-.-_,:·/:_ '··::·>" -. '- :-... ,, . - . ', . -: . -~- . -.- ' -.-,-_ ', ---:·:> --· ·',.-'_:·· 

Pharmacy associations have worked hard to In the described model, pharmacists would remain in charge of the immunization process. 
attain pharmacist immunization authority Specifically pharmacists would assess the patient, prescribe the right vaccination, and 

- and it is too early to "give this up." monitor for adverse events. Thus the pharmacist is not "giving up" immunizations just as 

pharmacists have not "given up" dispensing by better leveraging technicians in the 

medication use process. Instead, the pharmacist's time is better directed at the activities 
that require professional judgment in the immunization process. Technicians are already 
critically involved with immunizations; this would just add the technical, non-clinical task of 
vaccine administration to the roles that a pharmacist could delegate to a technician. 

Pharmacists in some states are still working We believe that the value of pharmacy-based immunizations has been well documented 
to increase the types of vaccines they may over the past two decades and is broadly accepted in terms of safety, effectiveness, and 
provide, and the patient populations they cost-effectiveness. This is perhaps most clearly demonstrated by the fact that one in five 
may provide them to. In other states, vaccinated Americans has voluntarily sought a vaccine in a pharmacy when they could have 
pharmacists are currently working to allow chosen any other venue for care and the fact that one third of all influenza vaccines were 
student pharmacists to administer vaccines. provided in pharmacies during the 2013-2014flu seas-on. 6•27 Thus, we believe we are 
In addition, some interest groups are still beyond the point at which we need to gain additional support for pharmacist 
increasing their acceptance of pharmacy- Immunizations as consumers have clearly embraced pharmacy-based immunizations. 
based immunizations, and delegation to 
pharmacy technicians could undermine 
growing support. 

Immunizations are one of the few areas While we believe pharmacy-based immunizations are a significant public health 
where pharmacists are.able to demonstrate achievement, we do not believe it represents the edge of the clinical profession. Indeed, 
the expanded role of pharmacist. Technician pharmacists-have recently made significant strides with services such as point-of-care 
delegation may forfeit this positive image. testing, prescriptive authority for select conditions, chronic disease state management, and 

Medication Therapy Management, among other advanced care services. 28-31 immunizations 
have critically and importantly served as a gateway to patient acceptance of these 
advanced care seivices and have bolstered pharmacist confidence for the provision 
thereof, but we believe the time is ripe to move the needle (pun intended).. 

Pharmacist: "I would not trust my technician It would be up to each supervising pharmacist to decide whether or not to delegate vaccine 
to administer vaccines" or "My technicians administration to an appropriately trained technician once the pharmacist·has prescribed 
do not have any Interest ln administering it. If a pharmacist is not comfortable with a technician performing this task he or she may 
vaccines" simply choose not to delegate lt, but it does not seem reasonable to hold back every other 

pharmacist and technician just because some pharmacists are uncomfortable with their 
Technician: "I do not like shots and would own support staff. Such regulation to the "lowest common denominator" is rarely in the 
not want to give one either." best interest of patient care. 

Similarly, some technicians would embrace this activity, others would not be excited about 
the prospects of vaccine administration, just as some pharmacists refused to become 
immunizers. Just because some technicians would not want to administer vaccines is not a 
reasonable reason to not allow any technician to do so. 

The salary for pharmacy technicians is such A broad discussion of appropriate salaries for pharmacy technicians is beyond the scope of 
that additional training and risk of liability the single issue of immunizations and represents more of a business discussion than a 
may be difficult to take on. regulatory discussion. However, it may be reasonable to assume that salary is ln part 

influenced by value to the employer from a business operations standpoint and by supply 
and demand. Therefore, if there is a smaller subset of pharmacy technicians adequately 
trained to administer immunizations, and if the ability for pharmacy technicians to provide 
immunizations brings additional value to the employer, it would be reasonable to expect 
market forces to drive up salaries for such appropriately trained pharmacy technicians. 
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Roberts, Sullivan (RIDOH) 

From: 
Sent: 
To: 
Subject: 

Pullano, Paula (RIDOH) 
Monday, July 09, 2018 9:30 AM 
Roberts, Sullivan (RIDOH) 
FW: [EXTERNAL]: Regulation Hearing for Pharma Tech Class 2 

From: m casinelli [mailto:oaklawnrx@yahoo.com] 
Sent: Sunday, July 8, 2018 7:34 PM 
To: Pullano, Paula (RIDOH) <Paula.Pullano@health.ri.gov> 
Subject: [EXTERNAL]: Regulation Hearing for Pharma Tech Class 2 

Dear Paula, 
In regards to the Tech 2 proposed regs My concern is hopefully the pharmacists responsibility is not diminished and 

he remains as the last checker of the Rx as well as has total responsibility for control class 2 drugs as well as the 
inventory_Another concern I have is I feel strongly that for the patients benefit and safety it should be mandatory that a 
pharmacist should accept a brand new order from the patient at the drop off window so he would be able to ask questions 
of the patient to better serve him and to avoid errors . 

Respectfully, Pharmacist Mario (53) 
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Roberts, Sullivan (RIDOH) 

From: Pullano, Paula (RIDOH) 
Sent: 
To: 

Wednesday, July 11, 2018 12:02 PM 
Roberts, Sullivan (RIDOH) 

Subject: FW: [EXTERNAL] : Comments on proposed rule changes: board of Pharmacy 

From: Kyle McGrath [mailto:km1376@gmail.com] 
Sent: Wednesday, July 11, 2018 10:49 AM 
To: Pullano, Paula (RIDOH) <Paula.Pullano@health.ri.gov> 
Subject: [EXTERNAL] : Comments on proposed rule changes: board of Pharmacy 

First I would like to applaud vigorously the Board of Pharmacy and the RIDOH for their changes to the rules and 
regulations for pharmacists, pharmacies and MWDs. While I would like to see less restrictions and language overall, the 
changes to technician II scope of practice is phenomenal. Creating new workflows and capabilities assists in expanding 
career paths and attracting talent to this pivotal role in the pharmacy. By creating these new, next level activities, the 
role of the technician will be able to develop deeper career paths for these colleagues. 

I additionally am proud of the additions for telepharmacy, pharmacists prescribing birth control, and remote dispensing 
activities. 

I am ecstatic to see my state follow the-Idaho BOP leadership and enable technicians to immuni2e, perform visual 
verification of product, transfer scripts and call for clarification. 

A point of clarification I would like to add is regarding: 
1.13.1 Pharmacy Technicians (L) Technician II Verification Program 

I encourage the beard and RIDOH to consider allowing this capability to Pharmacy interns as well. Pharmacy interns 
are an added resource within the pharmacy and are 6 or less years away from becoming a pharmacist. While the MPJE 
and NAPLEX do act as an adequate stop gap for making clinical decisions, I believe that they do not currently test an 
interns ability to match color and description of a pill going out the door with a written or visual image. I believe that this 
capability can certainly be accomplished by a Tech 11, but! also believe it would be an oversight not to allow interns this 
ability as well. Please consider striking from 1.4.15 Duties and Responsibilities of Pharmacy Interns (B} "; er ElispeRsiRg 
pFoeess \•alielatieR." 

Second, I would like to question the need for additional language clarifying 1.3 Code of Professional Conduct for 
Pharmacists and Pharmacies. This entire section is redundant to laws already in existence and only elongates the Rules 
and Regs further. I agree with everything written here, but it feels like it should be in the RIPA bylaws and standards 
rather than written directly into the rules/regs. 

Third, I would like to make some additional comments and concerns around the existing and new language for CPAs: 
1.4.17 Continuing Education (A) (2-3) and 1.14 Collaborative Pharmacy Practice (L- N) 

I want to say that I appreciate the current rules and regs for allowing CPAs. I would like to see RI become more 
progressive and look to emulate states such as WI and ID who have taken a broader approach. For example, WI from WI 
ACT 294 5 years ago pharmacists in Wisconsin now "may perform any patient care service delegated to the pharmacist 
by a physician." This enables all items to be eligible without needing to update each time a new feature comes out. 

1 



Additionally, NASPA presented the following recommendation for legislative and regulatory 
authority: https://naspa.us/wp-content/uploads/2017 /01/CPA-Workgroup-Report-FINAL.pdf [naspa.usl . I think that this 
board and the RIDOH should consider enabling providers and pharmacists to define their parameters around the CPA 
and not dictate all of the points that need to be in the agreement. If the physician is not happy with the agreement, they 
will not sign it. If they are fine with it, then their license is on the line. It should not be the requirement of the board to 
dictate and check all CPAs as this adds undue administrative burden and could result in reduced costs. 

Additionally, this section remains too focused on collaborative drug therapy management and is no_t as inclusive as CPAs 
can be. By enabling a broader scope and elimination of specific requirements and leaving it to the discretion of the 
members of the agreement, you allow for broader innovation potentials. 

This dovetails into my concern with 1.4.17 Continuing Education (A) (2-3) and 1.14 Collaborative Pharmacy Practice (L
N). Directing that CE is necessary for all CPAs and adding this on to the pharmacists credentialing and background is 
unnecessary. For instance, there may be a CPA for a medication or a DME that would not need additional training as the 
risk profile is low. If the prescribing physician is ok with a pharmacist writing a script for an insulin pump, spacer, or OTC 
for formulary purposes taking an ACPE approved course and 5 additional hours of CE is excessive. The training and 
background requirements should be accepted between the pharmacist and the prescriber and not directed by the 
board. I recommend removal of both of these sections and state that any additional education or credentialing are at 
the discretion of the members of the CPA. 

Finally, I encourage the board to consider following suit with Idaho and pursuing additional authorities for the 
pharmacist including direct prescribing for treatments when a CUA waived test comes back positive (Flu/Strep), for 
gaps in care (Stat in in diabetes), smoking cessation, DME products as well as the ability t0 expand therapy by 1 fill 
under the prescribe rs name to ensure patients receive the treatment that they need and to get them to their nexr 
appointment. 

Thank you, 
Kyle Mcgrath 
Pharmacist: RPH05672 

Sent from my iPhone 
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Rhode Island Pharmacists Association 
Verbal Testimony regarding proposed pharmacy regulation changes 

Public Hearing- Rhode Island Department of Health 
Monday, July 9, 2018 

Good morning. My name -ls Nicole Asal. I am licensed pharmacist in the state of Rhode Island and today I am 

speaking to you as President of the Rhode Island Pharmacists Association. As many of you know, our organization 

is one of the oldest in the country. Part of our mission is to unite pharmacists of the state not only for professional 

development and advancement but also to elevate practice standards while advocating for our profession. 

We-have solicited input from our membership of over 200 members from diverse practice settings and we 

appreciate the opportunity to make their concerns known to the Board of Pharmacy today. Our elected Executive 

Council has read the propose·d re·gu!ations released in June and voted o·n several modifications which I will forward 
in writing forthe Board's reference in the interest oftime. 

As an organization with a responsibility to our patients and our members, we reviewed the proposed regulations 

from the perspective of improved patient safety, which is the primary role of not only the Board of Pharmacy and 

Department of H--e-alth, but of all licensed pharmacists. We understand and appreciate that the regulations need to 

be modernized to best meet the needs of our patients but identified areas of concern related to jeopardization of 

the patient pharmacist relationship and patient safety. 

Change can be powerful; but success at large-scale transformation demands more than the best strategic and tactical 
plans, it requires an intimate understanding of the human side, as we!I. ln the "Oath of the Pharmacist" that we are 
all required to pledge, we vow to embrace and advocate for changes that-imp.rove patient care while also assuring 
optimal outcomes for our patients. For years, pharmacists have been the most accessible health care provider. The 
CDC recently cited Rhode Island's vaccination rates as the best in the nation, an achievement that would not have 
been possible without pharmacist accessibility. As an organization that also represents pharmacy technicians, we 
appreciate and valtie the role that they play in providing safe patient care. 

As we move forward into this new era of healthcare, we should embrace technology as a means to improve patient 
safety while also supporting and maintaining the patient pharmacist relationship. It is important that any 
technological or practice changes we allow as a profession enhance the opportunity for pharmacists to utilize clinical 
reasoning, rather than replace it. The profession of pharmacy has gone through several transitions to meet the 
needs of patients and society. As the population continues to age and the number of patients using multiple 
medications dramatically increases, it is imperative that any regulation changes create space for the value that only 
a pharmacist can provide. In-person services such as patient counseling, medication therapy management, and 
medication reconciliation have been shown to improve outcomes most importantly for our patients and also 
subsequently for the governing bodies to whom we report. 

As an organization, we are committed to working with the Board of Pharmacy and Department of Health to ensure 
that proposed changes advance our profession but most importantly protect our patients. As we embrace the 
inevitable future that comes with the advancement and incorporation of technology as wel! as expanded scopes of 
practice, we look forward to working together to create a model that will continue to project Rhode Island as a 
leader in healthcare. 



Rhode Island Pharmacists Association 

Written Testimoriy regarding proposed pharmacy regulation changes 

Public Hearing - Rhode Island Department of Health 

Monday, July 9, 2018 

*Comments are organized by regulation section and proposed amendments are noted written in red.* 

In section 1.1.2 Definitions 

• 13. "Beyond use doting" means: o. The date or time beyond which a drug preparation is not 

recommended to be dispensed, administered, stored, or transported. b. Beyond Use Dating shall 

be determined from-the date or time the drug preparation is compounded. 

o We propose modification of 1.1.2.13 to read "The dote or time beyond which o drug 

preparatjon js not recommended to be dispensed, admjnistration initiated, stored, or 
transported" 

• This stipulation is important regarding intravenous sterile preparation "hang 

times", allowing for administcation of a drug past the beyond use date due to 
the required rate or duration of infusion. Currently for intravenous 
preparations, the United States Pharmacopoeia states a drug cannot be hung 
after the beyond use date, but it can be administered. 

In section 1.1.3 Code of Professional Conduct for Pharmacists and Pharmacies 

• 10. A pharmacist, pharmacy, pharmacy deportment, pharmaceutical organization or pharmacy 

corporation shall not provide any practitioner with prescription blanks, which refer to any 
pharmacist, pharmacy or pharmacy department. 

o We propose modification of 1.1.3.10 to read "excepting foxed refill requests and 

compounded prescriptions" 

• 14. A pharmacist-in-charge, registered pharmacist, pharmacy, or anyone acting on behalf of a 

pharmacy or pharmacy deportment shall not publish or circulate false, misleading, or otherwise 
deceptive statements concerning the practice of pharmacy. 

o We propose that statement [1.l.3.]14 be removed from the proposed Regulations in its 

entirety. 

In section: 1.1.4 Issuance and Renewal of the Pharmacist License 

• 16.B. Every person licensed as o pharmacist in the State of Rhode Island who desires to renew 

his or her license shall file such renewal application with the Department by the thirtieth {30th} 
day of June each year. Said renewal shall be duly executed together with the renewal fee as set 

forth in the Fee Structure for Licensing, Laboratory and Administrative Services Provided by the 

Deportment of Health {Port 10-05-2 of this Title). 



o We propose the addition of the following language at the end of 1.1.4.16.B: "All 

modifications of pharmacist license renewal fees shall be reviewed ond approved by the 

Board of Pharmacy prior to initiation." 

• 17.A.2. Any pharmacist participating in a collaborative pharmacy practice agreement shall earn 

at least five /5) additional contact hours or 0.5 continuing education units of board-approved 

continuing education that addresses areas of practice generally related to collaborative practice 

agreements each year and shall mointoin documentation of these hours at the practice site to be 
made available for inspection by the Boards af Medical Licensure and Discipline and Pharmacy. 

o We propose removal of part 17.A.2. in its entirety. 

• It should be up to the discretion of the provider who carries corresponding 

liability under the CPA to determine the specific qualifications and additional 

training requirements needed by each pharmacist entering into a CPA. 

In section: 1.1.5 Pharmacies: Licensure Requirements 

• 14. Patient Counseling 

A. After receipt of a new prescription and following a review of the patient's record, a 

pharmacist or pharmacy intern, as defined in the Act, shall initiate discussion af matters 

which will enhance or optimize drug therapy with eoch patient or care giver of such patient. 

Such discussion shall be in person whenever practicable, by telephone, in writing or 

electronic means, ond shall include appropriate elements of patient counseling, as is 

appropriate for the patient in the professional judgment of the pharmacist. The offer to 

counsel may be delegated by the pharmacist. Nothing in this section will prohibit a 

pharmacist from counseling a patient on a refill prescription when deemed necessary in the 

professional judgment of the pharmacist. 

o We oppose and propose removal of the addition "in writing" from this statement 

• written information is not an acceptable alternative to live verbal 

counseling, either in person, by telephone or through appropriate and 

approved A/V equipment or computer link. Additionally, supplementary 

written information is already included in the existing regulations under 

1.1.5.14.B 

o We propose removal of the statement "The offer to counsel be may be delegated by 

the pharmacist." 

o We propose the addition of mandatory live verbal patient counseling (in person or 

via approved A/V equipment) for all new medication prescribed to an existing 

patient and any medications where the dose, strength, route of administration, or 

directions for use has changed. 

o We propose insertion of the statement "Live verbal counseling with a patient 
and/ar care giver must be provided by o pharmacist or pharmacy intern far all new 

medication prescribed to an existing patient and any medications where the dose, 
strength, route of administration, or directions for use hos changed. An offer to 

counsel may be made by the pharmacist or a delegate for refills af a previously filled 

medication (within last 12 months} or for new patients who have transferred active 

prescriptions from another pharmacy'' 



• 19. Biosimilar Interchange 

A. Pharmacists when dispensing a biological product shall, unless requested otherwise by the 
patient, interchange with a less expensive product that is a highly similar product to the FDA

approved bia/agical product. 

o We request modification of 1.1.5.19.A to read "Pharmacists when dispensing a 

biological product shall, unless requested otherwise by the patient or prescriber, 

interchange with a less expensive product that is a highly similar product to the FDA· 
approved biological product..." 

• 23. Product Verification 
Verification by a pharmacist of an originally filled prescription or o first refill of o prescription 

shall include a verification of the prescription label and product against the original or 

scanned prescription. 

o We oppose this modification and request that the original language "Verification by 
a pharmacist of a filled prescription must include verification of the prescription label 

and product against the original or scanned prescription" in 1.1.5.23 be maintained. 

In section: 1.1.8 Automated Storage and Distribution Devices, Automated Medication Filling Systems 

and Automated Pharmacy Systems 

3. Use of Automated Pharmacy Systems at Remote Locations 

A. General Requirements. A pharmacy may use an automated pharmacy system at 

a remote location provided that: 

1. Remote Automated Pharmacy Systems (RAPS}: 

a. These devices shall maintain a prescription drug inventory which shall be utilized to dispense 
patient specific prescriptions. 

b. These systems shall have prescription inventory, which must be secured in an automated 

pharmacy system and electronically dispensing device connected to and controlled by the home 

pharmacy. 

c. A pharmacist must approve ail the prescription orders before they are released from the RAPS. 

d. Dispensing and counseling are performed by a pharmacist. 

o We propose that 1.1.8.3.d. addition of the statement: "including mandatory live 
counseling by a pharmacist or pharmacy intern for ail new medication prescribed to 
an existing patient and any medications where the dose, strength, route of 
administration, or directions for use has changed." 

e. The pharmacist-in-charge of the home pharmacy, or a designated registrant, shall conduct 

and complete inspections of the RAPS. inspection criteria must be included in the policies and 



procedures for the site. The report must be available to the pharmacy investigators when 
requested. 

f Prescriptions may be received at a RAPS. All prescriptions presented to a RAPS shall be scanned 

utilizing imaging technology that permits the reviewing pharmacist to determine its authenticity. 

The sufficiency of the technology shall be determined by the 

Department. If sufficient technology is not used, the prescriptions must be delivered to the home 

pharmacy and reviewed by a pharmacist prior to being dispensed to the patient. 

• We propose the addition of letter "g" to 1.1.8.3 above stating that: "Use of automated 

storage and distribution devices with dispensing of controlled substances (C 1/-V) shall be 

limited to RAPS located in nursing facilities, medical institutions, assisted living, 

rehabilitation, hospitals, hospice care or correctional facilities." 

• We propose the addition of letter "h" to 1.1.8.3 above stating that: "A pharmacist shall 
have oversight of implementation and maintenance of automated dispensing systems" 

2. Kiosk: 

a. A kiosk is a device that maintains individual patient prescription drugs that were verified and 
labeled at the home pharmacy. 

b. A kiosk shall: 

(1) When located on the same premises or campus as the pharmacy, inform a patient, if he or 

she is using the device when the pharmacy is open, that the patient may address questions and 
concerns regarding the prescription to a pharmacist at the pharmacy; (2) When not located on 

the same premises or campus as the pharmacy, inform a patient, if he is using the device when 

the pharmacy is closed, that he or she may immediately direct any questions and concerns 

regarding the prescription to a licensed pharmacist-via a pharmacy provided audio/video link;(3) 

Inform a patient that a prescription is not available to be delivered by the device if the 

pharmacist has determined that he or she desires to counsel the patient in person regarding the 
prescription. 

• We request that the language above be modified to include statements in 

1.1.8.3.2.b(l) and 1.l.8.3.2.b(2) regarding the provision of mandatory live 

counseling by a pharmacist or pharmacy intern for all new medication prescribed to 

an existing patient and any medications where the dose, strength, route of 

administration, or directions for use has changed. 

In section: 1.1.ll Telepharmacy 

1.1.11.B. Remote Dispensing Site 

5. Counseling must be done by a pharmacist via video link and audio link, or new technology in 

the future as deemed appropriate by the Board, if an offer to counsel is accepted or if counseling 



is required, before the drug or medico/ device is released. The pharmacist providing counseling, 

pursuant to this subsection, must be employed or contracted by the home pharmacy or by o 

pharmacy contracted with the home pharmacy and hove access to all relevant patient 

information maintained bv the home pharmacy. 

• We propose that 1.1.11.B.5 be modified to: "Counseling must be done by a 

pharmacist via video link and audio link, ar new technology in the future os deemed 

appropriate by the Boord, if a new medication is prescribed to an existing patient, if 
medication dose, strength, route of administration, or directions for use hos 

changed, if an offer to counsel on a refilled medication is accepted or if counseling is 

required/requested by the pharmacist, before the drug or medical device is released. 

The pharmacist providing counseling, pursuant to this subsection, must be employed 

or contracted by the home pharmacy ar by a pharmacy contracted with the home 

pharmacy and have access ta all relevant patient information maintained by the 
home pharmacy." 

In section: 1.1.12 Administration of Immunizations and Performance of Limited Function Tests by 

Pharmacists 

1.1.12.1.8. A pharmacist shall not delegate the administration of immunizations to another 

person, except; 

• We propose amendment of section 1.1.12.1.8. to state "A pharmacist shall not 

delegate the preparation of vaccines nor the determination of patient eligibility for 

vaccination to another person. The physical administration of immunizations may 

be delegated to:" 

1.1.12.2.B.2. Upon receiving consent from the patient, a pharmacist, intern or technician II t 
performing a limited-function test shall report test results to the patient's primary care 

practitioner, if known, within a reasonable timeframe. 

• We propose amendment of section 1.1.12.2.B.2 to state "Upon receiving consent 

from the patient, a pharmacist ar pharmacy intern performing a limited-function 
test shall report test results to the patient's primary core practitioner, if known, 

within 48 hours of test completion." 

In section: 1.13 Pharmacy Technicians 

1.1.13.1.J. Continuing Education Requirement 

• We oppose the deletion of "Complete at least three (3) hours {0.3 continuing 

education units) of the required ten {10) hours of continuing education as live hours" 

in section 1.1.13.1.J.1. 



In section: 1.1.13.1.L. Technician II Verification Program 

1. A pharmacy may establish a Technician II verification program which permits a Technician II to 
perform accuracy checking on the work of other Technicians II, student pharmacists, or approved 
automation without the needjor final pharmacist verification. Pharmacies may utilize a 
verification technician program provided that: 

o. Only a Pharmacy Technician II shall qualify to perform verification and upon successful 
completion of a technician verification training program shall be designated as o Verification 
Pharmacy Technician II. 

b. Only non-controlled drug or device products derived from initial prescription or medication 
orders, including refills, and have undergone drug utilization review by o pharmacist ore eligible 
to be verified by a verification technician. 

c. A verification technician shall not verify the accuracy of compounded drug products or 
controlled substances; 

d. Pharmacies implementing o verification technician program must use on electronic validation 
system /i.e. bar code scanning) that confirms the drug stock selected to fill the prescription or 
medication order is the some as indicated on the prescription lobe/ or medication order. Each 
prescription prepared for dispensing under o verification technician program must be 
electronically verified and electronically documented. 

e. A pharmacy must prepare a written program description that includes at least the following: 

/1) The name of the pharmacist assigned as the coordinator of the verification technician 
program; 

/2) A description of the duties of the pharmacy technician II designated to perform verification 
functjons; 

/3} Identification of the types of drugs the verification technician is authorized to verify or 
o/ternotively any drugs that ore restricted from inclusion within the program; 

/4) A description of the specialized and advanced training that must be provided to each 
verification technician; and 

/5) A description of the monitoring and evaluation processes used by the pharmacy to ensure the 
ongoing competency of each Verification technician. 

/6) Completion of the required 10 CEUs annually with 2 CEUs in the concentration of "Medication 
Safety" as determined by PTCB. f. Each pharmacy utilizing a verification technician program must 
maintain records containing: 

/1) The dote the verification technician was designated; 

/2) The date the verification technician completed the required training; 

/3) The dotes and results of each competency evaluation; and 



/4) The written program description and records required under this section must be made 
available to the Board upon request. 

• We propose the modification of 1.1.13.L.l.d to "Each prescription prepared for dispensing 
under a verification technician program must be electronically verified and electronically 
documented. If electronic verification (e.g. bar code scanning) is unavailable or overridden 
for part or all of the dispensing process the medication is not eligible for technician 
verification. 11 

• We propose the addition of 1.1.13.L.l.g as "Each pharmacy utilizing a verification technician 
program must staff pharmacists to verification technicians in no more than a 1:2 ratio during 
all times the pharmacy is open to the public." 

In section: 1.1.14 Collaborative Pharmacy Practice 

1.1.14.K. A pharmacist shall obtain and check vital signs, including pulse, height, weight, 

temperature, blood pressure, and respiration and have adequate access to the patient's history, 
disease states, drug therapy and laboratory and procedure results. 

o We propose amendment of 1.1.14.K to state: "A pharmacist may obtain and check 
vital signs, including pulse, height, weight, temperature, blood pressure, and 
respiration and shall have adequate access to the patient's history, disease states, 
drug therapy and laboratory and procedure results." 

• The assessment of vital sign may have no clinical relevance to the 
medication or disease state covered by the CPA {e.g. naloxone or antibiotics 
for Lyme disease prophylaxis) 



Roberts, Sullivan (RIDOH) 

From: 
Sent: 
To: 
Subject: 

Roberts, Sullivan (RIDOH) 
Thursday, July 12, 2018 11:23 AM 
Roberts, Sullivan (RIDOH) 
Amendments to Pharmacy Regulations in RI 

From: Stephanie Santilli [mailto:stephanie.rebello@gmail.com] 
Sent: Wednesday, July 11, 2018 4:33 PM 
To: Ragosta, Peter (RIDOH) <Peter.Ragosta@health.ri.gov> 
Subject: [EXTERNAL] : Amendments to Pharmacy Regulations in RI 

To whom this may concern, 

I am writing this email today in response to the proposed amendments to the Rhode Island Department of Health Board 
of Pharmacy Regulations. 

I do not agree several facets of these new regulations. 

Section 1.1.3.14- not allowing a pharmacist to voice his/her opinions is a violation of the first 
amendment 

Section 1.1.5.14- having an onsite pharmacist is invaluable in pharmacy practice. In-person patient 
counseling should be required on all new prescriptions 

Sections 1.1.8.3, 1.1.8.3.2 and 1.1.11.B- only refills of maintenance medicat-ions should be available 
at remote dispensing sites. 

There is also one amendment I strongly feel should be incorporated. This law pertains to pharmacist meal breaks, 

especially in the retail setting. There is a growing pressure for pharmacists to work faster and increase numbers. The 

priorities of large chain drugstores are no longer centered on the patient; they are centered on the business. Several 

pharmacies in the state of Rhode Island are putting patients in jeopardy. A pharmacist's workday is both physically and 

mentally demanding; there is barely time to eat or go to the restroom. Drug errors increase and focus decreases for the 

many pharmacists working over eight hours. Several states including New Hampshire, Illinois, Virginia, North Carolina, 

and West Virginia have incorporated laws to help protect patient safety and give pharmacists a rest period. Below I 

have linked the state of New Hampshire's regulation. It is something the state of Rhode Island should adapt. 

http:// n hp ha rm a cists. net/ resources/Boa rd %2 0of%2 0 Ph a rm a cy/Boa rd -N oti ce-Reg-T e ch-Training-RP h-
B re a ks%20201705 .pdf [n hpha rm acists. net) 

In addition to this, there are many states with regulations to ensure adequate staffing. Unfortunately, the state of 

Rhode Island does not have these restrictions. Many pharmacies are understaffed and there is no regulation as to a 
ratio of technicians to pharmacists. 

I do appreciate all the time and hard work that went into creating these regulations. I see many of these have the 

opportunity to advance the profession of pharmacy in the state of Rhode Island. 

Thank you, 

Stephanie Santilli 
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Roberts, Sullivan (RIDOH) 

From: 
Sent: 
To: 
Subject: 

-----Original Message-----

Pullano, Paula (RIDOH) 
Wednesday, July 11, 2018 9:40 AM 
Roberts, Sullivan (RIDOH) 
FW: [EXTERNAL] : RE: Technician II Verification Program, § 1.13(L): 

From: Cheryl Stoukides [mailto:castoukides@comcast.net] 
Sent: Tuesday, July 10, 2018 8:15 PM 
To: Pullano, Paula (RIDOH) <Paula.Pullano@health.ri.gov> 
Subject: [EXTERNAL] : RE: Technician II Verification Program,§ 1.13(L): 

Dear Ms. Pullano: 

I am writing in concern to the above proposed regulations that if passed with allow Pharmacy Technicians to check the 
work of other Pharmacy Technicians. 

I am a third generation licensed pharmacist who runs a small family pharmacy that will boast 90 years in business next 
year. I have witnessed many changes in the profession of pharmacy over the many years I have been practicing 
pharmacy. This is the first change in pharmacy regulations that I feel provides a unique danger to patient care ,md 
safety. 

I begin with the definition of a professional.."those working in acknowledged professions who exercise specialist 
knowledge, skill and training. Pharmacists are the epitome of this definition following their extensive 6 year training in 
the basic sciences including physics, and chemistry to the advanced training in pharmacy, pharmacology, and 
therapeutics. Not to mention the requirements for for volunteer hours and full year of live clinical experience in various 
areas of pharmacy practice. 

I believe that Pharmacy Technicians (whose training can range from in house tech training programs to certified tech 
training programs that require only 4 months of schooling and as little as a GED from a high school) remain key in 
providing a SUPPORTIVE role and if capably trained may carry out the steps leading UP TO the final pharmacist review of 
a prescription. 

Tech checking tech regulations in my opinion are simply the result of high volume pharmacies devising an inexpensive 
way to increase speed and efficiency and therefore the bottom line of their pharmacies. A business decision at best. Not 
a regulation that enhances the practice of pharmacy. 

I believe this legislation is counter intuitive to furthering the future and profession of pharmacy and a detriment to 
patient safety. 

I was fortunate to be able to attend the public hearing on July 7th, 2017. The only person that spoke positively of the 
tech check tech was not surprisingly a lawyer representing CVS health. He mentioned that tech checking tech would free 
pharmacists from the mundane task of verifying prescriptions and increase the time a pharmacist could perform other 
duties. He said that the average pharmacist spends up to 40% of their time verifying prescriptions. He spoke of this as a 
negative. I feel on the contrary that this is a positive. First, this means you have a well educated professional ensuring 
that the medication a patient is about to receive is correct and safe based on a patients history, allergies, medical 
conditions and concomitant medications. Secondly, if a pharmacist is only spending 40% of their time verifying orders 
doesn't that already allow 60% of their day to perform other functions such as immunizing, patient consulting and MTM 
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services? Also, as an aside, cost benefit and time analysis studies have demonstrated that even though you may free a 
professional from a task that provides them greater time to do 'other professional tasks' this does not assure that the 
person does not 'waste' that time by going on a break, or even just goofing off. 

The high volume pharmacies that support tech checking tech assure that pharmacists will not be let go if this change 
becomes reality. I believe this is true that 'initially' there will not be a decrease in pharmacists staffing these high volume 
pharmacies. This does not however include attrition. When a pharmacist leaves a high volume pharmacy it does not take 
a rocket scientist to figure out that a single highly paid pharmacist can be replaced by up to 4 pharmacy technicians. 
There are already plenty of out of work pharmacists in this state. We do not need to provide another venue for chains to 
decrease the need for these professionals. 

I am writing to strongly disagree with the proposed tech checking tech changes to the pharmacy regulations. I believe 
again that this is only a business decision fostered by the largest high volume pharmacy chain in the state to enhance 
their bottom line and that there is very little professional soundness to these changes. This is a disaster waiting to 
happen. 

Thank you for the opportunity to express my opinion. 

Best Regards, 
Cheryl Stoukides, BSCPharm, PharmD, RPh 
Co-owner Simpsons Pharmacy 
10 Newport Avenue 
Pawtucket, RI 02861 
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Ms. Paula Pulhno 
Rhode Island Department of Health 
3 Capitol Hill 
Providence, RI 02908 

II 
- July 12, 2018 

RE: Proposed amendments to regulations for Pharmacists, Pharmacies, and 
Manufacturers, Wholesalers, and Distributors (216-RICR-40-15-1) 

Dear Ms. Pulhno: 

I am writing to you in my capacity as Director of Regulatory Affairs for Asteres Inc. Asteres Inc. is 
a company that manufactures and distributes an automated pharmacy system kiosk, ScriptCenter, 
that is used by pharmacies to facilitate patient access to prescription medications which have already 
been dispensed by the home pharmacy. We understand that advances in technology enable 
pharmacies to meet the growing needs of patients and are committed to creating solutions to offer 
24/7 secure and convenient prescription pickup for patients while maintaining the important 
patient-pharmacist relationship. 

Asteres Inc. would like to convey-its support for the proposed amendments to regulations for 
Pharmacists, Pharmacies, and Manufacturers, Wholesalers, and Distributors (216-RICR-40-15-1). 
The proposed amendments will increase access to pharmacy services, which will in turn improve 
compliance and adherence, and help achieve better outcomes for pharmacy patients. 

We appreciate the hard work that has gone into the drafting of the amendments. We have just a 
few comments and suggested revisions. 

1) Section 1.2. Definitions 
A.SO. The definition of "Kiosk" includes substantive requirements for a kiosk, which are also set 
forth in Section 1.8.3.A.2. We suggest that sub-parts a, b, and c be deleted, and the section revised 
as follows: 

80. "Kiosk" is a device that maintains individual patient prescription drugs that were 
verified and labeled at the home pharmacy, and delivers those drugs directly to the patient. 
A kie sk shall: 
fr. 'X'hefl leeatecl efl the Sfrffie J'lfeffifses er Efrffif'US as the phanuaey, iflfoffU a patieflt, if he er 
she is usiug the cle nee "hen the phaffflaey is epen, that the patient may aclclress questiens 
aflcl Wfleems regarclit,g the presffirtiefl te a phaffflaeist at the phatmaey; 

4110 Sorrento Valley Blvd San Diego, CA 92121 Tel 858-777-8600 Fax 858-866-0669 
www.asteres.com 



b. ');'hen net located en tbe sftfile premises er Cfrlr!pUS as tbe pharmaei, if,form a p>ttient, if 
he is usif,g the de ,.-ice "hen tbc phfrffflaey is cle sed, tbftt he er she may immediately direct 
any qt1estiens and eoneems tegitrding the presefiptien te a licehsed phartufreist .-ia a 
pharmacy pre.-idcd audie/.-idee link; 

c. Inform a patient that a presefiptien is net a, ailable te be dcliveree by tbe duiec if tbe 
phfrffflacist has determined tbat he er she desires te eounsel tbe patient in person regarding 
the ptesefiptien. 

2) Section 1.8.1 Automated Storage and Distribution Devices 
E. 5. Change "automated pharmacy system." to "automated storage and distribution device." 

3) Sections E.6. and E.7. address situations where a patient accesses the Automated Storage 
and Distribution Device. Since Automated Storage and Distribution Devices are intended to be 
accessed only by authorized individuals, there is no need for these sections, and we believe they 
should be deleted. Devices that dispense or deliver medications directly to patients are addressed 
in the Automated Pharmacy System and Kiosk sections. 

4) Section 1.8.3 addresses the requirements for both Automated Pharmacy Systems and 
Kiosks at locations remote from the home pharmacy. However, the heading of this section 
references only Automated Pharmacy Systems. 

Additionally, tl1e section that addresses drug delivery via a kiosk requires, in some instances, that 
counseling be performed by a pharmacist via a pharmacy provided audio/video link. In other 
states where kiosk technology has been approved, counseling occurs by a pharmacist at the home 
pharmacy before the drug is placed in the kiosk, or if the patient has additional questions when 
they arrive at or remove tl1e drug from the kiosk, via electronic means, though not necessarily an 
audio/video link. Further, existing Rhode Island counseling regulations allow counseling by 
telephone or electronic means. (See section 1.5.14.) We request that the requirements for 
counseling when kiosk delivery technology be revised to be consistent with counseling for other 
pharmacies, and for RAPS technology. 

Here are our proposed revisions: 

1.8.3 Use of Automated Pharmacy Systems and Kiosks at Remote Locations 

* * * 
A.2. Kiosk: 

a. A kiosk is a device that maintains individual patient prescription drugs that were verified and 
labeled at the home pharmacy. 
b. A kiesk shaH: A pharmacy may use a Kiosk to deliver previously dispensed medications to 
patients at a remote location provided that required counseling shall be performed as provided in § 
1.5.14 of this Part prior to the release of any medication to a patient from the Kiosk as follows: 

4110 Sorrento Valley Blvd San Diego, CA 92121 Tel 858-777-8600 Fax 858-866-0669 
www.asteres.com 



(1) Counseling may be performed at the home pharmacy prior to the time that a patient's 
prescription ch;µg is placed in the Kiosk. 

(2+) If counseling does not occur prior to the placement of the prescription drug into the Kiosk. or 
if the patient requires or desires additional counseling at the Kiosk, counseling shall be performed 
by the Home Pharmacy, or by a Shared Services Pharmacy owned by or under contract with the 
Home Pharmacy, as follows: 

.(a)_ When located on the same premises or campus as the pharmacy, by informing the iflfoffl'l. a 
patient, if he or she is using the device when the pharmacy is open, that the patient may address 
questions and concerns regarding the prescription to a pharmacist at the pharmacy; 

(b±) When not located on the same premises or campus as the pharmacy, by informing the 
i:e.form a patient, if be is usittg the de rice 'wftefl the pharmacy is closed, that he or she may 
immediately direct any questions and concerns regarding the prescription to a licensed 
pharmacist via a pharmacy provided telephone or electronic means audio/, icleo li:e.k; 

(i,;'>) The Home Pharmacy must have policies in place that requires the patient to be informed 
prior to or at the time that the patient appears at the Kiosk, foform a patirnt that a prescription 
is not available to be delivered by the device if the pharmacist has determined that he or she 
desires to counsel the patient in person regarding the prescription. 

Asteres thanks the Board for their commitment to advancing the practice of pharmacy. 

Sincerely, 

Sara Lake 
Director of Communications and Regulatory Affairs 

4110 Sorrento Valley Blvd San Diego. CA 92121 Tel 858-777-8600 Fax 858-866-0669 
www.asteres.com 



Roberts, Sullivan (RIDOH} 

From: 
Sent: 
To: 
Subject: 

Pullano, Paula (RIDOH) 
Thursday, July 12, 2018 9:39 AM 
Roberts, Sullivan (RIDOH) 

FW: [EXTERNAL] : Anthony DeAngelis ill Proposed Regulations Testimony 

From: Anthony DeAngelis Ill [mailto:adeangelis8@my.uri.edu] 
Sent: Wednesday, July 11, 2018 7:47 PM 

To: Ragosta, Peter (RIDOH) <Peter.Ragosta@health.ri.gov>; Pullano, Paula (RIDOH) <Paula.Pullano@health.ri.gov> 
Cc: rrpharmacistsassociation@gmail.com 

-Subject: [EXTERNAL] : Anthony DeAngelis Ill Proposed Regulations Testimony 

Hello, 

My name is Anthony DeAngelis Ill and I am a student pharmacist entering my third professional year (P3). I currently am 
a Pharmacy Intern in the community setting. Thank you for providing us student pharmacists the opportunity to send in 
our testimonies regarding the proposed Pharmacy Regulations recently drafted. I appreciate the time and hard work 
that went into drafting these regulations, and I see many opportunities for pharmacists in the state of Rhode Island to 
advance and do more while practicing. There are things in the regulations that can positively impact patient care. As 
someone who will be graduating and becoming a pharmacist very soon, this is very exciting to see such interesting topics 
being addressed. The world of pharmacy, as we all know, is rapidly expanding more than ever before, and I am happy to 
see certain things in these regulations that other states have already pioneered successfully. 

However, I do have some areas of concern and suggestions as well. Overall, I think it is critical that the Department of 
Health considers the impact of removing the pharmacist. There are regulations addressing this through the concepts of 
telepharmacy and remote dispensing sites. The pharmacist is the most accessible member of the healthcare team, and I 
believe that this could lead to decreased medication adherence, increased medication errors, and serious harm due to 
patients trying to diagnose their own conditions. The benefits of an in-person conversation between a pharmacist and a 
patient is something that I believe technology can never replace. 

1. Please consider removing "in writing" from Section 1.1.5.14 regarding Patient Counseling. 

The phrase "in writing" leaves open the possibility that a handout or medication guide accompanying a drug will suffice 
for counseling, and this is far from safe. Many people do not have good health literacy and cannot understand how to 
read those handouts which are filled with complex information. Patients would not be able to interpret such an 
overwhelming amount of information. This confusion could lead to serious adverse drug events due to a number of 
scenarios, including but not limited to, improper use of medication devices such as with inhalers or needles, refusal to 
take the medication because of a side effect they read on the handout, or a missed communication from a pharmacist 
about an interaction between that medication and something that they have already been taking. 

2. Please consider modifying sections 1.1.8.3 and 1.1.8.3.2 and 1.1.11.B regrading dispensing of chronic medications at 
remote dispensing sites, remote automated pharmacy systems (RAPS) and kiosks. 

I do not think that telepharmacy and remote dispensing is really necessary here in the state of Rhode Island. Most of the 
population lives 10 minutes from a pharmacy. Rhode Island is too small of a state and there is no need for these things, 
unlike other states which have rural areas which are very far from the nearest pharmacy. I think that allowing for remote 
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dispensing sites and telepharmacy will go against the very thing that pharmacists are trying to fight for today: to do 
more services that we know can positively impact patient care. If the pharmacist is not present, then that completely 
contradicts that idea. I am opposed to this. 

3. Please consider strengthening section 1.1.13.1.L to ensure that there are adequate staffing ratios of pharmacists to 
technicians. 

I think that the concept of the Verification Pharmacy Technician II could have positive impacts on patient care. I like the 
idea of the approved training program through the Board as well as CEs for the technicians as well as follow-ups with 
them. I believe that the safeguards outlined in this section allow me to move in favor of the regulation. If this was to 
pass, pharmacists-could be more involved in patient care. They could really demonstrate their skills and have more 
meaningful conversations with patients while worrying less about how busy it is in the pharmacy and worrying less 
about workflow. It would be a win in terms of allowing pharmacists to provide more services. Currently, Rhode Island 
has no technician to pharmacist ratios. However, if this was to pass, I believe that a ratio would have to be outlined as to 
how many Verification Pharmacy Technician II could be present to one pharmacist. Perhaps even add clarification for 
rati0s for non-24 hour community pharmacies versus ones that are open 24 hours. 

Thank you so much again for this opportunity. 

Anthony DeAngelis Ill 
Pharm.D. Candidate, Class of 2020 
University of Rhode Island 
Phi Lambda Sigma Mu Chapter Vice President 
Kappa Psi Pharmaceutical Fraternity Professional Devek,pment Chair 
Email: adeangelis8@my.uri.edu 
Phone: (401) 536-3267 
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Rhode Island Sterile Compounding (RISC) Alliance 

Recommendations on proposed Pharmacy Regulations 216-RICR-40-15-1 

• 1.2 Definitions 

1. Clarify why Complex non-sterile drug preparation is being added. It is not mentioned 

anywhere in the document, and USP 795 is removing this definition in proposed version. 
2. Recommend using the USP definition of Compounded sterile preparation (CSP): A 

preparation intended to be sterile that is created by combining, diluting, pooling, or 

atherwise altering a drug product or bulk drug substance. A product produced by 

reconstituting a conventionally manufactured product for an individual patient strictly in 

accordance with the directions contained in the approved labeling provided by the product 

manufacturer is not considered a CSP for the purposes of this chapter. 

3. Sug€est removing sterile compounding risk levels. As these are removed in the proposed 

version of 797. If we move to use USP as the standard requirement, then the definitions 
there would apply. 

• 1.5 Pharmacies: Licensure Requirements. 

1. 1.5.2.B.6 Pharmacies that wmpound sterile products shall provide an inspection report 

performed by the Board of Pharmacy from the pharmacy's home state, an independent 

organization such as NABP, or other similar agency as approved by the Board. Inspection 
shall be: 

a. At the expense of the applicant, 

b. Performed as a condition of initial licensure and annually thereafter, and 

c. As deemed necessary by the Department to protect the public health and safety. 

Recommend requiring inspection/report submission biennial, as compounding pharmacies we 

do all kinds of inspections and certifications of our·hood every 6 months and are also subjected 

to Joint Commission inspections. There are concerns on scheduling a survey to receive a report 
in a year if the BOP does not provide one. 

• 1.7 Compounding of Pharmaceuticals 

1. 1.7.A.2 Pharmacists, interns, or Technician lls engaged in compounding shall operate in 

eonformity with all applicable state and federal laws and regulations regulating the practice 
of pharmacy. 

Suggest re-wording to read "Compounding personnel shall operate in conformity with all 

applicable state and federal laws and regulations regulating the practice of pharmacy. All 

individuals and entities licensed by the Rhode Island Board of Pharmacy engaged in 

compounding shall adhere to and comply with United States Pharmacopeia {USP} General 

Chapters 795 {USP <795>} and 797 {USP <797>} and any updates published by USP." 

2. 1.7.A.8 Pharmacists shall not offer pharmaceutically prepared compounded preparations to 

other state-licensed persons or commercial entities for subsequent resale. 

Recommend adding "except as applied to Outsourcing Facilities" to the statement below as 
that is what they do by definition. 

3. 1.7 .B General Requirements--AII Risk Levels: Sterile Compounding. The pharmacist-in

charge shall ensure the following activities are accomplished for all sterile compounding as 
outlined in current USP standards: 

Recommend striking "All Risk Levels" as these are proposed to be removed in next release 
of USP 797. 



4. 1.7.B.2, 1.7.B.3, and 1.7.B.4 

Recommend removing sections completely-these risk levels are proposed to be removed 

from next release of USP 797 and will leave the regulations outdated and incongruent with 

federal regulations. Also, By modifying section 1.7.A.2, as noted above, this will require 

<797> to be followed regardless of new language incorporated in the future. 

5. 1.7.C.l.a Tl'le coITTpounding pl'larITTaeist sl'lall ee responsiele for assigning tl'le appropriate 
risl, level (i.e., low, A1ediuA1, or l'ligl'I) to eacla individual product. 

Recommend striking this section as it will be outdated with the proposed changes to <797> 
regulations. 

6. 1.7.C.4.a - Compounding personnel shall have demonstrated competencies on file at least 

annually for low- and medium-risk level compounding and semi-annually for high-risk level 

compounding, and shall be adequately educated and trained to perform and document 

duties in accordance with USP requirements to include, but not be limited to, the following: 

Suggest re-wording to read "Compounding personnel shall be adequately educated and 

trained to perform and document sterile compounding duties. Demonstrated competencies 
shall be completed and maintained as outlined in USP <797>, which include, but are not 
limited to the following:" 

7. 1.7.D.3 - Pharmacies that compound cytotoxic preparations shall utilize, at a minimum, a 
vertical flow Class II biological safety cabinet to compound these products. 

Suggest re-wording to incorporate USP 800 - "Pharmacies that compound cytotoxic 
preparations do so in accordance with United States· Pharmacopeia General Chapter 800 
{USP <800>}." 

8. 1.7.D.4 -A supply of bulk drugs and other materials used for the scheduled preparation of 

sterile CSPs (i.e., needles, syringes, bags, and transfer tubing) may be stored in an anteroom 

area. A deA1arcation line or current USP required earrier slaall identify tlae separation oftl'le 
suffer or clean rooA1 area froA1 tlae anterooA1 area. 

Recommend striking second sentence, as it doesn't relate to the 1st sentence and it is 

covered in the statement made in 1.7.D.1 that speaks to the design of a clean room. 

9. 1.7.E -

Suggest re-wording to account for USP requirements and pending changes 

Environmental Monitoring: Sterile Compounding 

1. Certification that each LAFW, barrier isolator, and biological safety cabinet is working 

properly and meets the air quality requirement of ISO Class 5 shall be conducted every six {6} 

months and whenever the LAFW, barrier isolator, or biological safety cabinet is relocated. 

Such certification shall be performed and documented by qualified operator(s) using current 
state-of-the-art electronic air sampling. 

2. The air quality of the buffer or clean room and the anteroom area shall be in conformity 

with ISO Class 7 and ISO Class 8 requirements, as appropriate per USP requirements. 



Certification inspections shall be conducted every six (6) months and whenever renovations 
occur. Such certification shall be performed and documented by a qualified operatar(s). 

3. The pharmacist-in-charge shall be responsible for reviewing and maintaining the 
certification records required in §§ 1. 7(0}(5) and (£)(1) of this Part for a period of no less 
than two (2) years. 

4. Environmental sampling shall be scheduled and performed in accordance with USP <797>. 
A writEen plan and schedule for the em<ironmenta! monitoring procedures for ss'al31e mic:ro 
organisms shaY be estal3!ished and fo.'.'owed. The written pian shall be aeequa;e to e1•aluate 
tfie · •a·'ous eont•oUed a'• cn·••·onment a·cas (b • cw ba··•c· 'so'ato·s b'o1og'ca' sa'ety I •h14/Fi)Y); ,r ,, Yi/4) 1' h) I ,r ~I ·••J 
rnbinets, 13uffer or dean room, and onEeroom) of the designaEed sterile wmpounding 
area(s). ror ste.~•.'e wmpounding areas used for /ow and medium risk pFCf3arotions, a 

min!mum monthly e•,•a!uation shaY be requi.~d. rorsterile wmpounding areas used for high 
.o'sk preparations, a •iiee!r.'y e••a!uation sha.1/ 13e requ!red. 

5. The pharmacy shall keep records of viable sampling reports and remediation actions and 
have such records readily retrievable for Board inspection for a period of two (2) years. 

6. The following should be performed immediately upon finding viable sampling results 
above action levels published in USP <797>: 

a. clean and disinfect all sterile compounding environments affected 

b. perform re-sampling of affected environments 

c. document remediation actions 

5. When aba1•e aetion !eve.' results for viable sampling are discovered, the pharmacy shall 
keep .~wrds of ·~iab,'e somp.4ng reports and remediation actions and hm•e such records 

~ad'~• ~t·'e•·ab'e 'o· Boa<d 'nspect'on 'o· a pe·'od o't""O /2 1 yea·s , s, , 74 v , / ; , ;, t , .J Y hJ n / • . 

€>, The phafffJaq• she,\' fo.'.'o•ii wr,~nt USP .~quirements relating to deaning and disinfecting 
of aY affee;ed sEerile compounding enss'ronments and sha!i immedia;ely con duet 
environmental monitoring testing once c'eaning and d.'sinfecting is rnmp!eEe, 

7, The pharmacy shall not continue to conduct sterile compounding activities if above action 
level results are not corrected after complete cleaning and retesting in affected ISO 5 
primary engineering controls and ISO 7 or lower classified rooms and shall arrange for 

practical alternatives to continue safe sterile compounding activities including but not 
limited to alternate locations for sterile compounding, S;eri/e rnmpaunding she.'.' not 

continue when repeaEed above action level results oewr in pA'mary enyine controls or ,'SO 7 
er Jower rooms. 

8, The pharmacy shall ensure that patients receiving compounded sterile products shall not 

be exposed to risks of infection resulting from the commencement of sterile compounding 
activities in environments with above action level results for fungal or bacterial 

contamination in the air or on surfaces in ISO 7 or lower certified rooms or primary 
engineering controls. 



-----Or.iginal Message-----
From: Diana and Leland fmailto:dianaandleland@cox-.net] 
Sent: Friday, July 13, 2018 11:26 AM 
To: Ragosta, Peter (RIDOH) <Peter.Ragosta@health.ri.gov> 
Subject: fEXTERNAL] : Pharmacist counseling 

Dear Mr. Ragosta: 

We-are writing to ask that you continue to require access to counseling by a pharmacist for all first-time prescriptions or 
those with significant changes. As older adults, we know from experience that we have learned such things as 
interactions with other drugs, side effects, how to get reminders on our phones, etc. from the pharmacist even when we 
thoLJght we didn't need counseling. Our doctor is often too busy to tell us all this information, and frankly, he doesn't 
know as much about some of the drugs as our pharmacist does. 

Thank you for your attention to our input. 

Sincerely, 

Leland B. Jackson, Sc.D. 
Diana Norton-Jackson 

South Kingstown, RI 
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Roberts, Sullivan (RIDOH) 

From: 
Sent: 
To: 
Subject: 

Ptillano, Paula (RIDOH) 
Friday, July 13, 2018 2:02 PM 
Roberts, Sullivan (RIDOH) 

FW: [EXTERNAL] : Pharmacists, Pharmacies, and Manufacturers, Wholesalers, and 
Distributors (216-RICR-40-15-1) 

From: Celia MacDonnell [mailto:cmac@uri.edu] 
Sent: Friday, July 13, 2018 1:53 PM 

To: Ragosta, Peter (RIDOH) <Peter.Ragosta@health.ri.gov>; Pullano, Paula (RIDOH) <Paula.Pullano@health.ri.gov> 
Cc: RIPA <ripharmacistsa55ociation@gmail.com> 

Subject: [EXTERNAL]: Pharmacists, Pharmacies, and Manufacturers, Wholesalers, and Distributors (216-RICR-40-15-1) 

July 13, 2018 

Tc: Peter.Raqosta@health.ri.gov and Paula.Pullano@health.ri.gov 
CC: ripharmacistsassociation@qmail.com 

Dear Mr. Ragosta, 

I am a licensed pharmacist in the State of Rhode Island and recently spoke at the public hearing on the 
proposed changes to the Pharmacy Regulations. I am writing to thank the Board of Pharmacy for their 
obviously significant efforts in drafting these substantive changes. While I recognize the work involved in 
drafting such a proposal, I also have serious concerns these regulations moving forward. 

As I stated at the public forum on July 9th , I have a great deal of experience having worked for the Department 
of Defense, which utilizes a closed system tech check tech format. As I stated, as part of the uniformed 
services, a person must first train for a full year in the medical service to become a corpsman or medic. To 
insure that you have an understanding of that first layer of medical training, corpsmen in the US Navy are 
trained both in the classroom as well as experientially. They study anatomy and physiology, are trained to 
effectively take vital signs, as well as recognize problems in these areas in order to alert a military HCP. You 
may not know that, while the marines are a branch of the US Navy, they have NO medical officers. When they 
are out on maneuvers or in combat, corpsmen serve as the medical caregivers. They are trained to apply 
sutures as well as evaluate serious injury. The same is true of the Army medic. After this level of training and 
experience they may then apply to pharmacy tech school. Acceptance to the full-time, 6 month, rigorous school 
is based on entrance exam results and evaluations as a corpsman. I bore you with this just to highlight, that as 
highly trained as these people are- they are still not allowed to check any prescriptions coming into the 
pharmacy from a civilian (non-military) health care provider (MD, NP, PA). 

In my current role, I continuously emphasize to my 5th year pharmacy students, the importance of knowing 
things like, Maximum doses of medications, drug specific serious side effects (SJS, angioedema, 
photosensitivity), and high-risk medications. I am sure that you are very aware, as a pharmacist, that any one 
of the aforementioned, are equally significant with both first time prescriptions use as well as long term. 

As with others who will be sending this form letter I too have concerns that these changes may negatively 
impact the public, as well as the profession of pharmacy. 

My personal concerns are as follows: 
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• How will this effect interprofessional collaboration? As a faculty member of the only medical 
school in the state, have they been made aware of the proposed changes? I ask this because we 
health care educators, myself included, have worked very hard to develop a state wide curriculum of 
lnterprofessional Education. Since 2007, each student graduating from Alpert Medical School, URI 
College of Pharmacy, RIC and URI Colleges of Nursing, RIC Graduate School of Social Work and URI 
Physical Therapy have been brought together as part of their respective curricula in order to promote 
the core competencies of interprofessional practice. These competencies; lnterprofessional 
Communication, Values/Ethics, Roles/Responsibilities, and Teams & Teamwork, are the basis for 
future collaborations and better patient outcomes. This initiative has been so successful that we were 
requested, by EOHHS to develop an lnterprofessional Community Preceptor curriculum. Allowing this 
change to go through puts us back in the shadows of healthcare. 

• Remote site pharmacy will only add to the pharmacy in the shadows. How will you be able to 
insure that a pharmacy tech on premises will NOT give a patient advice or counseling? How will you 
assure, as the agency protecting the medication related needs of the people of RI, insure that 
technicians do not "cloak the indicia of authority". 

• Technician provided Immunizations. Nationally we as a profession worked very hard to be able 
to provide immunizations. I personally am a trainer and know the level of knowledge that is required in 
order to become a certified immunizer. Technicians are not trained in patient assessment and 
should not be allowed to make determinations about whether or not vaccination is 
appropriate. They will not be able to assess an immunization adverse reaction. This regulation-if 
approved- wiii negate all that we have done to promote the profession in this way. 

While I am near the end of my career in pharmacy-I have seen the profession change and grow throughout the 
years. I have been able to practice my profession in so many different ways. Practicing as a consultant 
pharmacist in long term care from the very-beginning in the 70's when OBRA regulation's changed what we do. 
I have practiced in both community and hospital pharmacy, I have also practiced in a methadone maintenance 
clin-ic and been a federal pharmacist with prescriptive authority. For the past 19 years I have been a faculty 
member in the URI College of Pharmacy, and have the distinction of being the first clinical faculty to attain the 
rank of Full Clinical Professor. 

This regulation- smacks of corporate influence. There is no shortage of pharmacists, so the idea of allowing 
pharmacists to "practice to the top of their license" can most certainly be achieved by providing a more of 
pharmacists per shift, thus allowing for greater patient contact. If approved, I believe that this regulation will 
have a ripple effect across the country that will dismantle all that we have worked for. 

I do not envy your position. I would not want to be the sitting Director of the Board of Pharmacy, during a 
proposed corporate dismantling of the r,ractice of pharmacy in the State of Rhode Island. 

I also echo the other concerns (below) sent by many of my colleagues. 

Sincerely, 

Celia P MacDonnell, BS Pharmacy, PharmD, RPh License# 2229 
Clinical Professor of Pharmacy, University of Rhode Island 

Adjunct Associate Professor of Family Medicine, Alpert Medical School, Brown University 

Other area(s) of concern and request(s) for change(s) include: 
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, Please consider removing 1.1.3.14 from the proposed Regulations in its entirety "A pharmacist-in
charge, registered pharmacist, pharmacy, or anyone acting on behalf of a pharmacy or pharmacy 
department shall not publish or circulate false, misleading, or otherwise deceptive statements 
concerning the practice of pharmacy". 

• Please consider adding "All modifications of pharmacist license renewal fees shall be reviewed and 
approved by the Board of Pharmacy prior to initiation." to 1.1.4.16.B 
• Please consider removing the addition of "in writing" from 1.1.5.14.A related to acceptable forms of 
patient counseling. 
• Please consider adding "mandatory live verbal counseling (in person or via approved NV 
equipment) for all new medication prescribed to an existing patient and any medications where the 
dose, strength, route of administration, or directions for use has changed" to sections 1.1.5.14.A, 
1.8.3.d, 1.1.8.3.2.b(1 ), 1 1.8.3.2.b(2) and 1.1.11.B.5. 
• Please consider returning to the original language in section 1.1.5.23 "Verification by a pharmacist 
of a filled prescription must include verification of the prescription label and product against the 
original or scanned prescription" instead of limiting to a first refill only. 
• Please consider limiting automated "RAPS" devices as outlined in 1.1.8.3 with controlled 
substances dispensing to nursing facilities, medical institutions, assisted living, rehabilitation, 
hospitals, hospice care or correctional facilities. 
• Please consider ensuring that pharmacists have oversight of implementation and maintenance of 
the automated storage and distribution systems described in section 1.1.8.3. 
• Please consider clarifying/ensuring that technicians are not able to prepare or determine patient 
eligibility for vaccines in section 1.1.12.1.8. 
• Please consider removing technician ability to perform limited-function laboratory tests in section 
1.1.12.2.B.2. 

• Please consider r-etaining the requi[ement for technicians to "complete at least three (3) hours (0.3 
continuing education units) of the required ten (10) hours of continuing education as live hours" in 
section 1.1.13.1.J.1. 

• Please consider ensuring that pharmacy technicia• product verification cannot be performed when 
the electronic verification system (e.g. bar code scanning) is unavailable or overridden for part or all 
of the dispensing process. 

• Please consider adding language to ensure that each pharmacy utilizing a verification technician 
program must staff pharmacists to verification technicians in no more than a 1 :2 ratio during all times 
the pharmacy is open to the public. 

Thank you for your diligence in this process of revising the Pharmacy Regulations and for your consideration 
of including additional safeguards to ensure public safety, access to appropriate patient counseling, and 
continuation of entrusted professional activities by pharmacists in Rhode Island. 
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Roberts, Sullivan (RIDOH) 

-From: Pullano, Paula-(RIDOH) 
Sent: 
To: 

Tuesday, July 17, 2018 11:24 AM 
Roberts, Sullivan (RIDOH) 

Subject: FW: [EXTERNAL] : Patient-Pharmacist Experince 

From: nja934 [mai1to:nja934@gmail.com] 
Sent: Monday, July 16, 2018 4:28 PM 

To: AlexanderScott, Nicole (RIDOH) <Nicole.AlexanderScott@health.ri.gov>; Ragosta, Peter (RIDOH) 
<Peter.Ragosta@health.ri.gov>; Pullano, Paula (RIDOH) <Paula.Pullano@health.ri.gov> 
Subject: [EXTERNAL] : Patient-Pharmacist Experince 

Dear Dr. Alexader-Scott and Mr. Ragosta, 

I would like to share a recent patient experience with you. A co-worker at a local hospital came to my office and asked if I 

would review their medication profile. He said: "they've got me on Ambien and I hear it's bad so I want to try to get off 

of it...do you have any recommendations as a pharmacist". I asked one simple question: "do you have trouble falling 

asleep -or staying asleep?" He responded: "I don't have any trouble falling asleep but I have terrifying nightmares that 

wake me up and I am too scared to go back to sleep". When I asked if he told his provider he said: "I didn't want to bother 
them". 

This patient was a.marine in the Vietnam-War and still struggled with symptoms associated with PTSD. I informed him that 

we-have specific, non-habit forming medications, used for nightmares associated with PTSD. I gave him the information 

and encouraged him to talk with his prescriber about the possibility of starting this medication. If l was not accessible for 

the patient to approach and able to make this intervention, we-would have yet another patient over treated with addictive 

medication, but undertreated for their true ailment. I am proud to report that since our discussion, the patient's regimen 

was changed per my recommendation and they report sleeping better with less anger and nightmares. 

This is just one of many moments that make me proud to be a pharmacist As a pharmacist licensed in multiple states 

(including RI), a·pharmacy educator, and an active member of two local and several national pharmacy associations, I have 

had the opportunity to review the evidence related to many of the proposed changes to the pharmacy regulations. While 

I understand and appreciate the need to modernize and update the regulations, I have significant concerns about the 
language as written and what, if passed as written, this will mean for the state of healthcare in Rhode Island. 

In my practice, I would never apply the results of a study conducted in adults and apply them to a neonate or child. This 

is only ethical when there is no other known alternative. In my review of the evidence, it appears the proposed regulations 

are applying patient care models from areas and situations that could not be more different from Rhode Island. At the 

public hearing, a supporter of the proposed regulations cited a study from the University of North Dakota, a state with a 

completely different healthcare, patient, and geographical landscape, stating these changes would increase access to a 

pharmacist. The evidence shows that these models can, in fact, work; but in rural areas with no previous access to a 

pharmacist or a pharmacy for the matter. If you have nothing, any intervention provided is likely to increase access. It is 

important to recognize that neither this data, northe data out of rural Midwest states such as Idaho or Iowa, corresponds 

with the patient groups, geographical landscape, or healthcare needs of Rhode Island. In contrast, many of these 

provisions will reduce access to a pharmacist. By allowing for the physically removing the pharmacist from the pharmacy, 

you are implying that pharmacists have no benefit to the healthcare of our patients, when the evidence states the 
opposite. 
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As a clinician and educator, I have certainly benefited from advancements in technology and support this in my profession. 

However, any advancements in technology need to support rather than replace the pharmacist's role. As a state with a 

large elderly population, technology will not be the most effective means of communication for medication counseling; 

even if it is live through A/V equipment. While I support expansion of the role of pharmacy technicians, there are currently 

no protections in place to preserve the patient pharmacist relationship. I have sent my specific regulation feedback 

separately for your consideration. 

I sincerely thank you for taking the time to consider what is right for the patients of Rhode Island and the overall health 
and W€11-being of the citizens of our state. 

Regards, 

Nicole Asal, PharmD, BCPS 

RPH05587 
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Roberts, Sullivan (RIDOH) 

From: 
Sent: 
To: 
Subject: 

Pullano, Paula (RIDOH) 
Tuesday, July 17, 2018 11:15 AM 
Roberts, Sullivan (RIDOH) 
FW: [EXTERNAL] : Response to Proposed RI Pharmacy Regulations 

From: Marilyn Barbour [mailto:mbarbour@uri.edu] 
Sent: Monday, July 16, 2018 1:13 PM 
To: Peter.Rogosta@health.ri.gov 

Cc: Pullano, Paula (RIDOl--1) <Paula.Pullano@health.ri.gov>; Campbell, Scott (RIDOH) <Scott.Campbell@health.ri.gov> 
Subject: [EXTERNAL] : Response to Proposed R-1 Pharmacy Regulations 

Dear Mr. Rogosta: 

I am writing to you as a registered pharmacist in the State of Rhode Island. It is clear that a significant amount of time 
and effort has been made in creating the proposed revision of the Pharmacy Regulations. As a pharmacist in the state 
and an educator of student pharmacists, I do have some recommendations regarding the proposed language changes, 
primarily as they relate to the safety of patients. 

1) Section 1.5.14- Counseling should remain as a direct communication between the pharmacist (or their delegate) and 
the patient/care giver. The addition of the words "in writing" eliminates that reality. Also as a consideration, the phrase 
"electronic means" is somewhat vague and if it does not ensure a two-way communication, it would also not meet the 
intent of counseling (l.2.A.38). 

2)-Sections 1.8.3 and 1.11.B should be revised such that only refills of chronic medications may be available at kiosks, 
remote dispensing sites and remote automated pharmacy systems as pharmacists are not on-site to provide appropriate 
care and ensure patient safety. Overall, I am concerned about medication dispensing in the absence of a pharmacist. 

3) Section 1.13 identifies significantly expandedroles of pharmacy technicians. I am concerned that many of the roles 
proposed are current pharmacist activities, which have substantial bearing on patient outcomes. However, there is 
limited assurance of adequate training and education. In addition these enhanced technician roles require substantial 
pharmacist oversight and the regulations do not address the importance of ensuring pharmacists' time to provide 
patient counseling, medication therapy management and patient triage (the goal of a patient-focused pharmacy 
environment). It is important to include language in the Pharmacy Regulations related to the ratio of pharmacists to 
verification technician in pharmacies using a verification technician program. A ratio of 1:2 would be appropriate while 
the pharmacy is open to the public. 

As an aside, the Accreditation Council for Pharmacy Education (ACPE) is incorrectly identified or misspelled in sections 
1.2.A.1; l.2.A.75; 1.4.18 

Thank you for considering my recommendations. 

Marilyn Barbour (RPh 05342) 
401-295-1746 
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Marilyn M. Barbour, PharmD, FCCP 
Professor and Chair 
Department of Pharmacy Practice 
College of Pharmacy 
University of Rhode Island 
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From: Jase-n Boettger [mailto:boettg33@gmail.com] 
Sent: Friday, July 13, 2018 7:13 PM 
To: Ragosta,J?eter (RIDOH) <Peter.Ragosta@health.ri.gov> 
Subject: [EXTERNAL] : Protecting Patier1t Access to Pharmacists 

Dear Peter Ragosta 

I am writing you to protect patient access to a live person in the pharmacy. Last year my dad was diagnosed with 
esophageal cancer. As I took on a larger role in taking care of him and bringing him to his appointments, I also met his 
pharmacist at our local Stop and Shop in Narragansett. My dad has always raved about that pharmacy, but I didn't get 
the relationship until I met his pharmacist. It was like stepping back in time 50 years. Not only did he know my dad, but 
he knew his history without looking it up on a computer screen. 

Today we are losing that interaction in so many aspects of our lives. We don't see the people we deal with. Instead we 
talk to them on a phone. We no longer no our bankers, our insurance agents, our mechanics, and many other people 
that we use to have a personal relationship with. Today those people are no longer separated by a counter. They are 
separated by electronic means such as this email, or a faceless dispensing machine. 

The one area I able to stm say I know is my doctor and my pharmacist(s). Pharmacists provide one of the most 
important critical service of all, providing me with my medications. Personally I do not want a machine doing that. Sure 
I don't want lines to wait in long lines, and the process has been streamlined. Yet when I go to get my medications, I 
don't want to walk up or pull up to a machine that dispenses my meds. I want to see the same people that have been 
dispensing my medications all along. Knowing that they have been training to do the job, and answer my 
questions. Not a speaker on a machine where I push the button to some remote site where I get a person I cannot see. 

Maybe my thinking is old fashion for a 47 year old, but I'd rather wait in a line for personal service than a mechanical 
box. 

Thank you 
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Jason Boettger 
Cell: (401) 749-3004 
Email: boettg33@gmail.com 
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Roberts, Sullivan (RIDOH) 

From: Pullano, Paula (RIDOH) 
Sent: 
To: 

Tuesday, July 17, 2018 11:18 AM 
Roberts, Sullivan (RIDOH) 

Subject: FW: [EXTERNAL] : Re: proposed pharmacy changes 

From: betty27@aol.com [mailto:betty27@aol.com] 
Sent: Monday, July 16, 2018 1:36 PM 
To: Ragosta, Peter (RIDOH) <Peter.Ragosta@health.ri.gov> 
Cc: Pullano, Paula (RIDOH) <Paula.Pullano@health.ri.gov> 
Subject: [EXTERNAL] : Re: proposed pharmacy changes 

First, I am not a pharmacist. I am a patient in my ?O's who would be directly affected by some of the proposed changes. 
As part of the growing elderly population, I frequent the pharmacy more often than a lot of younger people, and I care 
more about these changes. 
I am worried that a pharmacist might not always be present when I need advice. Doctors are always too busy and 
sometimes I have questions about my medications. I want to be assured that I have immediate access to a pharmacist 
who can help me. I don't like the idea of going to a kiosk to get my prescriptions- just like I hate the kiosks at the airport for 
checking my bags. I don't want to talk to a machine or a computer. I don't read the leaflets that come with the 
medications- altholigh I know I should. I know my pharmacist and my pharmacist knows me. I trust my pharmacist. I know 
automation can save money, but I am pretty·sure it will not help my health and safety. 
As far as techs are concerned, I don't have great confidence in them. There have-been too many times when J have found 
them to be wrong. For example, just yesterday I had a problem with a tech. I had gone to pick up my husband's 
prescription and was told there was a problem filling it so it was not available. I immediately asked to speak to the 
pharmacist, who checked on it and said that it was indeed ready. The tech had made a mistake. I don't know how much 
training a tech receives, but I am sure it is nowhere near the education a pharmacist receives. 
So please consider the importance of the health and safety of all the people a pharmacist serves before you make 
changes that direc~y affect us. 
Thank you. 
Betty Doherty 
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Roberts, Sullivan (RIDOH) 

From: 
Sent: 
To: 
Subject: 

Pullano, Paula (RIDOH) 
Tuesday, July 17, 2018 11:12 AM 
Roberts, Sullivan (RIDOH) 

FW: [EXTERNAL] : Pharmacy Regulations 

From: Dzwierzynski,Ewa[mailto:Ewa.Dzwierzynski@LMHOSP.ORG]
Sent:Monday, July 16, 2018 12:57 PM 

To: Pullano, Paula (-RIDOH) <Paula.Pullano@health.ri.gov> 
Subject: [EXTERNAL] : Pharmacy Regulations 

Paula, 

In reviewing the proposed regulations, in the section 1.4.16 Issuance and Renewal of the Pharmacist License, 

B. 1. states license renewal shall be granted for 2 years (should be 1 year) 

1.4.17 Cotninuing Education 

A. should state 'between July 1st and June 30th' in that section vs. January 1st and December 31st to coincide with 
licensing renewals, correct? 

This message originates from the Yale New Haven Health System. The information contained in this message nlay be privileged and confidential. If 
you are the intended recipient you must maintain this message in a secure and confidential manner. If you are not the intended recipient, please 
notify the sender immediately and destroy this message. Thank you. 
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July 16, 2018 

Peter Ragosta 
Chief Administrative Officer 

Boards of Pharmacy, Veterinary, Medicine and Optometry 
Rhode Island Department of Health 
3 Capitol Hill 
Providence, RI 02908 

Dear Mr. Ragosta, 

I am a licensed pharmacist in the State of Rhode Island and have recently reviewed the 
proposed changes to 216-RICR-40-15-1. I am writing to highlight key areas of concern that I 

believe will negatively impact both the public (with respect to medication safety) and the 
profession of pharmacy. 

My primary areas of concern include: 

• 1.8.3.A2: Use of kiosks 

o Please ensure that pharmacists have oversight of the implementation and 
maintenance of the autom;,ted storage and distribution systems. 

• 1.11B: Remote dispensing sites 
o See comments below. 

• 1.12.lB: Administration of immunizations by a technician II 

o Please ensure that technicians will not be able to prepare vaccines or determine 
patient eligibility for administration of vaccines. 

• 1.13.ll: Technician II Verification Program 
o See comments below. 

Community pharmacists are the most accessible health care professional; They frequently 
triage rashes and infections. They reassure a customer that they can treat an acute condition 
with an over-the-counter product. They recheck their blood pressure and send them to the 

emergency room. I have a significant number of patients at clinic who have been prescribed 
inhalers for years and years, but make critical errors. We need pharmacists to be present in the 
pharmacy, to provide (re)education on use of devices such as inhalers and insulin pens. 

Audiovisual counseling is not an appropriate substitute for physical assessment and device 
counseling in areas where pharmacists can and should be on-site. My inhaler teaching involves 

standing next to the patient, so we are moving the inhaler in the same direction, and also 
moving their hands to the correct area of the inhaler or insulin pen if need be. These revisions 
to the regulations decrease these opportunities. 



July 16, 2018 

A colleague of mine works at a community pharmacy in MA. She often speaks of her close 
relationship with her customers, and how the ability to make small talk with them at the 
pharmacy has allowed her to make significant interventions. Many of her customers pick up 
medications without understanding their importance. More often than not, she is the one 
initiating the conversation ta_ask if they know what their medications are for and why they 
need to take them, including maintenance medications. She learns why they were just 
discharged from the hospital, and that the admitting diagnosis was medication-related. Or she 
fields the common comment: "They sent me home on this, but I'm probably not going to take 
it." With the use of kiosks and A/V counseling, the connection made through in-person 
counseling and "small talk" while the prescription is being filled disappears. The customer is not 
likely to initiate the conversation, particularly for a maintenance medication. And who will 
notice and inquire (in-person) when the customer fails to pick up their maintenance 
medication? A kiosk is not personable. There are many questions and situations that would be 
inappropriate for an on-site technician to address; a pharmacist needs to be present to assist 
and pursue the patient for this information. Not to mention that the use of A/V communication 
and dispensingwfll not be reasonable for all customers, due to language barriers, dyslexia, low 
reading and technology literacy, and physical limitations. 

I am also concerned about safeguards for patients picking up prescriptions. How much 
information will be needed to access the medications in the kiosk? What will prevent someone 
from entering the name and date of birth of someone they know, to learn what medications 
they take and/or pick them up without permission of the patient? I realize there is a risk of this 
in practice now, but it seems-the opportunity will be greater with the use of a kiosk. Even with 
the use of cameras, it could be difficult to prevent diversion. On a similar note, the lack of an 
on-site pharmacist may open up the gate for diversion by technicians, which occurrecJ in the 
pharmacy I worked at as an intern myself. 

I realize the argument has been made for automating pharmacist services and freeing up time 
so that pharmacists can work "at the top of their licenses". However, I am not convinced that 
this will end up happening; it is less expensive to pay technicians and while the public may at 
first disagree with these changes, they may eventually become indifferent due to the tradeoff 
of automation. Medication errors and missed opportunities for improving patient care will 
occur. The patient receiving two doses of lisinopril will pick them both up. And how will we 
ensure that pharmacists are not in charge of overseeing an inappropriate number of 
technicians remotely? 

I strongly urge you to place the wellbeing of Rhode Island patients at the forefront of the 
pharmacy regulations. 

Sincerely, 

Christine Eisenhower, PharmD, BCPS 



Lifespan 
!Jc/ivcri11ghcullh with care:' 

July 16, 2018 

Paula Pullano 
Rhode Island Department of Health 
3 Capitol Hill 
Providence, Rr- 02908-5097 

Pharmncy Scrvkcs 

Christine. M. Bcrard-Co!Hns, MBA.. RPh 
Dir(.!ctor 

Mailing Addrcs:-;.; 
Rhode Ii.Jund !--i(l>f)itaf 
5CJ3 Eddv Street 
Provi<lc.1;c:c, RI 02903 

Tel 401 444-5447 
F1tx 401 444~240 
Email cco!lim.:!t~(hfcsp.in.org 

RE: Proposed Amendments to RICR Title 216 - Rhode Island Department of 
Health, Chapter 40 - Professional Licensing and Facility Regulation, 
Subehapter 15 - Pharmacy, Part l - Pharmacists, Pharmacies, and 
Manufacturers, Wholesalers, and Distributors 

Dear Ms. Pullano: 

In accordance with the public notice of proposed rule-making concerning the above-reference 
proposed rule, Lifespan appreciates the opportunity to provide its comments and hereby submits 
the same. The following recommended changes to Phannacy Regulations 216-RICR-40-15-1 are 
being submitted by Lifespan, representing Rhode Island Hospital, The Miriam Hospital, and 
Newport Hospital Phannacies. 

Section 1.2 Definitions • Proposed Regulation: 

27. "Complex non-sterile drug preparation" means: 

a. A compounded drug preparation which requires special training, special environment, 
special facilities, or equipment. 
b. Compounding techniques and procedures that may present an elevated risk to the 
compounder or the patient. 
c. Complex Non-Sterile Drug Preparation shall be consistent with the category of 
complex non-sterile compounding described in current USP chapter 795. 

Comment: Lifespan recommends not adding this definition as the federal regulations that are 
going to be effective December I, 2019 do not contain this definition. If the RI Regulations 
directly refer to USP 795 (federal regulation related to non-sterile compounding), stakeholders 
will be heldto the current version and definitions defined within. In addition, this statement is 
not mentioned elsewhere in the RI Regulations document, therefore a definition is not necessary. 
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Regulation: 

28. "Compounded sterile preparations (CSPs)" means a sterile drug or nutrient compounded in a 
licensed pharmacy or other healthcare-related facility pursuant to the order of a licensed 
prescriber; the article may or may not contain sterile products. 

Comment: Lifespan proposes using the USP 797 Definition: 

Compounded sterile preparations (CSPs) means a preparation intended to be sterile that is 
created by combining, diluting, pooling, or otherwise altering a drug product or bulk substance. 
sterile elrug er nu!Fient .eefllJ)Sllnded in a lieensed pharmaey er other healilis!lfe relates faeility 
pursaaat te Uie eFeler efa U:eoR-SeEl 13resoriber; iB:e ar-ttele ffiB:Y er mayaot eefltaiH sterile 13reElacts. 

Regulation: 

67. "High-risk compounded sterile products" means products compounded under conditions that 
are at a high risk of becoming contaminated with an infectious microorganism. High risk 
conditions shall include: using non-sterile ingredients or a non-sterile device in the preparation of 
the final product; sterile contents that lack effective antimicrobial preservatives and packaging 
containers that are exposed to air quality inferior to ISO Class 5 before sterilization; procedures 
such as weighing and mixing_ conducted in air quality inferior lo ISO Class 7; the chemical purity 
and content strength ofingredients used are not verified to meet their original or compendia] 
specifications in packages of bulk ingredients. 

Comment: Lifespan believes that the Department shotila strike this definition as the federal 
regulations that will be effective December l, 2019 wiU not contain this definition. If the RI 
Regulations directly refer to USP 797 (federal regulation related to sterile compounding), 
stakeholders will be held t-0 the current version and definitions defined within. 

Regulation: 

84. "Low-risk compounded sterile products" means a product compounded with aseptic 
manipulations entirely within ISO Class 5 or better air quality using no more than three (3) 
sterile ingredients added to one (I) package. 

Comment Lifespan believes that the Department should strike this definition as the federal 
regulations that will be effective December I, 2019 will not contain this definition. lfthe RI 
Regulations directly refer to USP 797 (federal regulation related to sterile compounding), 
stakeholders will be held to the current version and definitions defined within. 

Regulation: 

93. "Medium-risk compounded sterile products" means a product compounded under low-risk 
conditions with the addition of at least one of the following conditions: compounding a CSP that 
will be administered to either multiple patients or to one (I) patient on multiple occasions; and 
the compounding process involves complex aseptic manipulations or an unusually Jong duration. 

Comment: Lifespan believes that the Department should strike this definition as the federal 
regulations that will be effective December I, 2019 will not contain this definition. If the RI 
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Regulations directly refer to USP 797 (federal regulation related to sterile compounding), 
stakeholders will be held to the current version and definitions defined within. 

Section 1.5.2 Application for License and Fee -Proposed Regulation: 

1.5.2.B.6 Pharmacies that compound sterile products shall provide an inspection report 
performed by the Board of Pharmacy from the phannacy's home state, an independent 
organization such as NABP, or other similar agency as approved by the Board. Inspection shall 
be: 

a. At the expense of the applicant, 
b. Performed as a condition of initial licensure4'I!d annually thereafter, and 
c. As deemed necessary by the Department to protect the public health and safety. 

Comment: In subsection b Lifespan recommends requiring inspection/report submission 
biennially (every 2 years). In order to schedule an inspection outside of the Board of Pharmacy 
(BOP), a pharmacy would need advanced notice of approximately 2-5 months. If the proposed 
language remains, a pharmacy could become non-compliant while waiting for an unannounced 
BOP inspection without being able to schedule an outside inspection. _As a compounding 
pharmacy, multiple inspections and certifications of the hoods and rooms are performed as 
frequently as every 6 months. Additionally, Hospital pharmacies are subjected to Joint 
C0mmission inspections. 

Section 1. 7 Compounding of Pharmaceuticals Proposed Regulation: 

1.7.A.2 Pharmacists, interns, or Technician Ils engaged in compounding shall operate in 
conformity with all applicable state and federal laws and regulations regulating the practice of 
pharmacy. 

Comment: Lifespan recommends rewriting section I. 7.A.2 to read as the following: 
Compounding personnel shall operate in conformity with all applicable state and federal laws 
and regulations regulating the practice of pharmacy. Ail individuals and entities licensed by the 
Rhode Island Board of Pharmacy engaged in compounding shall adhere to and comply with 
United States Pharmacopeia (USP) General Chapters 795 (USP <795>), 797 (USP <797>), 800 
(USP <800>) and any updates published by USP. 

This will allow the RI Regulations to maintain compliance with federal standards as they are 
updated without needing to re-open the state regulations. 

Regulation: 

1.7.A.8 Pharmacists shall not offer pharmaceutically prepared compounded preparations to other 
state-licensed persons or commercial entities for subsequent resale 

Comment: Please clarify that with the addition of Outsourcing Facilities to the regulations this 
statement would not prohibit Pharmacists who work at Outsourcing Facilities to sell 
compounded preparations to health-systems for use in house or in clinics. 
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Proposed Regulation: 

1.7.B. General Requirements--All Risk Levels: Sterile Compounding. The pharmacist-in-charge 
shall ensure the following activities are accomplished for all sterile compounding as outlined in 
current USP standards risk le'lels: 

Comment: Lifespan recommends striking the words "All Risk Levels:'' as the federal 
regulations that will be effective December 1, 2019 will not contain this definition and it was 
stricken at the end of the 2nd sentence. 

Proposed Regulation: 

1.7.B.2 - 1.7.B.4 

2. Low Risk CSPs shall have quality assurance practices that shall include, at a minimum: 
routine disinfections and air quality testing of the direct compounding environment; visual 
confinnation that personnel are properly garbed; orders reviewed to ensure the correct identity 
and amount of the ingredients used; and a visual inspection of the CSP to ensure proper labeling, 
accuracy and the absence of particulate matter and leakage. In addition, personnel shall be 
required to complete a media-fill, or equivalent test, on an annual basis. In the absence of 
sterility testing, storage periods (before administration) shall not exceed current USP 
requirements. 

Ill Elle aeseRee ef slerilil)' lesliRg, sterage perieels E!JefeFC aelmiRislfatieR) shall net ei,eeeel the 
fellewiag: lew risk pFee1,1e1s shall ae pFaperly stares f!lle shal1 ea elt}lesee! feF Ra meFe !l!BB 
feFty eight (4&) het1FS at a eaatFelleel ream lemperaraFC, fer Ra mare iliflll fewteen (I 4) eays 
HllSeF re&igeraasn •ne fer na maFC iliflll ferty five (45) eays iR a seliel &a;;en slate at min1,1s 
tv.'eRty ( :HJ) segrees Centigreele BF ee!Eler. 

3. Medium Risk CSPs shall have quality assurance practices that include all of the low-risk CSP 
conditions. Personnel who are authorized to compound medium-risk CSPs shall also perform a 
more challenging media-fill test that represents medium-risk level compounding on an annual 
basis .. In the absence of sterility testing, storage periods (before administration) shall not exceed 
current USP requirements. 
Ill tl!e aaseRoe efsleriliey testiRg, sterage perieEls E!JefeFC aElmiRistralien) shall Rel ei.eeeEl !he 
fel!ewiRg: meElit1m risk pred1,1ets shall ee Jlfeperly slereEl !!REI shall ae e1,13oses feF ne mere thoo 
thirty (30) he!H'S at eentmlleEl reom lemperarare, fef ne mere ilif!ll Rine (9) Elays t1Reler 
fefrigeratieR fills fer ne meFC tliaR forty fr,.e (4§) says in a saliEl H"8ceR state al miat1s tweRI:,' ( 
20) degrees Centigraae er ee!Eler. 

4. High-Risk CSPs shall have quality assurance practices that include all of the low-risk CSP 
conditions. Personnel who are authorized to compound high-risk CSPs shall also perform a 
media-fill test that represents high-risk level compounding on a semi-annual basis. In the absence 
of sterility testing, storage periods (before administration) shall not exceed current USP 
reguiremen ts. 
IR !he aaseRee efsterilit:,· testiRg, sterage periess E!JefeFC aaministFatien) shall not ei,eees tile 
fellewiag: high risk pFeEIHels saejeoteEl ts teFfflinal slerili;;atien shall ae passes lhreligh a filter 
wiili peresit:,• est l!!FgeF !al!ll 1.2 miereRs ts remeve 13llfli01'1ate rnatteF. FiltFatien sterili;;aaeR sf 
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high risk GEi's shall Ile pemfffted •Nitll a sterile Q.22 mief8R perosity filler ei;tifely wi!hia aa 
!80 Class 5 eaviffinrneat. Pf8easts shall Ile Jlf8Jlerly s!ored aaa shall Ile ei<Jlesea fflf fl• mere 
!haa twellt)' four (21) hours at safllfalled roam temjlerature, mr ao more tllan three (3) da;'!l 
uader refrigefatiea aad mr ao more thaa ml'ty fi•,•e (15) ela;'!l is a soliEI ffezea state a! miaus 
tweet)· ( 2Q) aegrees Ceatigreee or ealaer. Any CEPs sot al3le to Ile fi!teree shall he sull;jeet to 
termiaal sterilizatiea lly al!eFRale sterilizatioa presesses. 

Comment: Lifespan recommends striking the entire paragraph in sections 1.7.B.2, 1.7.B.3, and 
I. 7.B.4 in addition to what is proposed. These sections mention "risk levels" which will be 
removed from the federal regulations that will be effective December 1st, 2019. Leaving this 
language in the RI Regulation swill leave the them outdated and incongruent with federal 
regulations. 

Proposed Regulation: 

I. 7 .C. I .a - The compounding pharmacist shall be responsible for assigning the appropriate risk 
level(~ low, medium, or high) to each individual product. 

Comment: Lifespan recommends striking this this entire subsection as it will be outdated with 
the federal regulations effective December I", 2019. 

Proposed-Regulation: 

1.7.C.4.a Csmpouadisg f!erseRRel shall Ile adeeiul¼lely edueated aad traiaed to JlCFffifffi aad 
doel¼ffleat the fullewiag duties Compounding personnel shall have demonstrated competencies 
on file at least annually for low- and medium-risk level compounding and semi-annually for 
high-risk level compounding, and shall be-adequately_educated and trained to perform and 
document duties in accordance with USP requirements to include, but not be limited to, the 
following: 

Comment: Lifespan recommends rewording this section to strike references to low, medium, 
and high risk as it will be outdated with the federal regulations effective December 1st, 2019. 

Compounding personnel shall aa•,·e demesslrated eemjleteseies es file !ti least arama!ly fur law 
aad meaium risk le·,<el eempeuadisg aad semi anaua!!y mr high risk !e•,•el eelRJleWlaiag, and 
sl;all be adequately educated and trained to perform and docwnent duties in accordance with 
USP requirements to include, but not be limited to, the following 

Regulation: 

1.7.D.3 - Phwmacies that compound cytotoxic preparations shall utilize, at a minimwn, a 
vertical flow Class II biological safety cabinet to compound these products. 

Comment: Lifespan recommends incorporating United States Pharmacopeia General Chapter 
<800> Hazardous Drugs-Handling in Healthcare Settings, the federal regulations which 
incorporates much more recommendations surrounding the storage, preparation, dispensing, 
and administrant of hazardous medications. These federal regulations ensure our 
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compounders, nurses, and patients are protected from accidental exposure to hazardous 
medications. 

Lifespan recommends rewording 1.7.D.3 to read: 

Pharmacies that compound cytotoxic preparations shall do so in accordance with United States 
Pharmacopeia General Chapter 800 (USP <800> ). lltilize, at a miaimlHII, a vertieal flov,• Class II 
aio!ogieal safety eaaiaet to eompoooel these preElllel5. 

Proposed Regulation: 

I. 7.0.4 - A supply of bulk drugs and other materials used for the scheduled preparation of sterile 
CSPs (i.e., needles, syringes, bags, and transfer tubing) may be stored in an anteroom area-. A 
demarcation line or current USP required barrier shall identify the separation of the buffer or 
clean room area from the anteroom area 

Comment: Lifespan recommends striking the entire second sentence, as it doesn't relate to the 
I st sentence and it is covered in the statement made in 1. 7.D.1 which speaks to the design of a 
clean room. 

Proposed Regulation: 

1. 7 .E Environmental Monitoring: Sterile Compounding 

1. Certification that each LAFW, barrier isolator, and biological safety cabinet is working 
properly and meets-theair quality requirement ofJSO Class 5 shall be conducted every six (6) 
months and whenever the-LAFW, barrier isolator, or biological safety cabinet is relocated. Such 
certification shall be performed and documented by qualified operator(s) using current state-of
the-art electronic air sampling. 

2. The air quality of the buffer or clean room and the anteroom area shall be in conformity with 
ISO Class 7 and ISO Class 8 requirements, as appropriate; Certification inspections shall be 
conducted every six ( 6) months and whenever renovations occur. Such certification shall be 
performed and documented by a qualified operator(s). 

3. The pharmacist-in-charge shall be responsible for reviewing-and maintaining the certification 
records required in §§ I. 7(0)(5) and (E)(I) of this Part for a period of no less than two (2) years. 

4. A written plan and schedule for the environmental monitoring procedures for viable 
microorganisms shall be established and followed. The written plan shall be adequate to evaluate 
the various controlled air environment areas (LAFW, barrier isolators, biological safety cabinets, 
buffer or clean room, and anteroom) of the designated sterile compounding area(s). For sterile 
compounding areas used for low- and medium-risk preparations, a minimum monthly evaluation 
shall be required. For sterile compounding areas used for high-risk preparations, a weekly 
evaluation shall be required. 

5. When above action level results for viable sampling are discovered, the pharmacy shall keep 
records of viable sampling reports and remediation actions and have such records readily 
retrievable for Board inspection for a period of two {2} years. 

Page 6of8 



6. The pharmacy shall follow current USP requirements relating to cleaning and disinfecting of 
all affected sterile compounding environments and shall immediately conduct environmental 
monitoring testing once cleaning and disinfecting is complete. 

7. The pharmacy shall not continue to conduct sterile comoounding activities if above action 
level results are not corrected after complete cleaning and retesting in affected ISO 5 primary 
engineering controls and ISO 7 or lower classified rooms and shall arrange for practical 
alternatives to continue safe sterile compounding activities including but not limited to alternate 
locations for sterile compounding. Sterile compounding shall not continue when repeated above 
action level results occur in primary engine controls or ISO 7 or lower rooms. 

8. The pharmacy shall ensure that patients receiving compounded sterile products shall not be 
exposed to risks of infection resulting from the commencement of sterile compounding activities 
in environments with above action levffresults for fungal or bacterial contamination in the air or 
on surfaces in ISO 7 or lower certified rooms or primary engineering controls. 

Comment: Lifespan recommends the changes below to ensure the RI Regulations are referring 
to federal regulations. The language recommended below also pr-ovides additional clarification 
surrounding some pieces that USP may be unclear on. 

I. Certification that each LAFW, barrier isolator, and biological safety cabinet is working 
properly and meets the air quality requirement of ISO Class 5 shall be conducted every six (6) 
months and whenever the LAFW, barrier isolator, or-biological safety cabinet is relocated. Such 
certification shall be performed and documented by qualified operator(s) using current state-of
the-art electronic air sampling. 

2. The air quality of the buffer or clean room and the anteroom area shall be in conformity with 
ISO Class 7 and ISO Class 8 requirements, as appropriate per USP requirements. Certification 
inspections shalJ be conducted every six (6) months and whenever renovations occur. Such 
certification shall be performed and documented by a qualified operator(s). 

3. The pharmacist-in-charge shall be responsible for reviewing and maintaining the certification 
records required in§§ l.7(0)(5) and (E)(I) of this Part for a period ofno less than two (2) years. 

4. Environmental sampling shall be scheduled and performed in accordance with USP <797?. A 
wf4!tee JCllaR aREI seheellie fur the eR•iiFeflffle11tal meRilef4ag pceeeEli.res fur viable 
miereergamsms sllall be establislleEI ruui fullev,•eEI. The YrFi!teR jliaR sllall be eaeeiuete te e•;aluete 
tffe variaus eontt=olled air eevirenmeat Breas (LAfl.\', Barrier isolateFS, bielogieal safet:)• ea-Biae~, 
auffur oF elemi ream, eaEI aRteFoom) efthe Elesigae!ed sterile eompeueaisg erea(s). For sterile 
eoffijleUREliag !lfeas aseEI fuF low eREI medium risk JlFeJleratiess, a miaimum mealfily O'o'ali.atioa 
slla!l be reeii.iroa. For sterile eomjlel!flEling areas aseEI fur lligh f4sk pr0jleretioss, e weekly 
e•.'aluatioa shall be reeiuireEI. 

5. The pharmacy shall keep records of viable sampling reports and remediation actions and have 
such records readily retrievable for Board inspection for a period of two (2) years. 

6. The following should be performed immediately upon finding viable sampling results above 
action levels published in USP <797>: 
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a. clean and disinfect all sterile compounding environments affected 

b. perfonn re-sampling of affected environments 

c. document remediation actions 

§. l}/h6ft aeoYe aeiio11 Je,,•e! Fes11lis foF viaele sampliag aFe Eliseevered, the J'lftafffiae;• shall keej'I 
reeaFEls efviaele samj'llieg rej'lerts ana remeaiatiee aoae11s ana ha1·e s11ell reoen!s readily 
retfle,•aele fer Be!IF6 iespeeties fer a j'leriecl eftwa (2) yeaFs. 

a. The phaFfllae;• shall follow et!ffORt USP requiremeats relatisg ie e!eaniag anel aisiB'feoaag ef 
all affeeteel sterile e0mp01H1eling eavironmeats anel shall irnmeeliately eaac!a•t eavirenmeatal 
moaiteriag testing oaee eleaaiag anel clisillfeeaag is eeflllllete. 

7. The pharmacy shall not continue to conduct sterile compounding activities if above action 
level results are not corrected after complete cleaning and retesting in affected ISO 5 primary 
engineering controls and ISO 7 or lower classified rooms and shall arrange for practical 
alternatives to continue safe sterile compounding activities including but not limited to alternate 
locations for sterile compounding. Sterile 6BfllJ'IBliReliag shall 0ot eaeiinue vme0 FBj'leateel aeo1•e 
aetiea !B1•el resalts oeoar ia primary eagiae eoatrals or ISO 7 or lower roeffls. 

8. The pharmacy shall ensure that patients receiving compounded sterile products shall not be 
exposed to risks of infection resulting from the commencement of sterile compounding activities 
in envir-onrnents with above action level results for fungal· or bacterial contamination in the air or 
on surfaces in ISO 7 or lower certified rooms or primary engineering controls. 

Lifespan appreciates the opportunity to comment on the above-reference proposed regulations. 

Sincerely, 

C"~ ~~BA, RPh 
Director, Pharmacy Services 
President, Lifespan Pharmacy, LLC 

cc: Latha Sivaprasad, MD, Senior Vice President, Chief Medical Officer, RIH 
Marie Adelman, Esq., Director, Public Policy and Federal Advocacy 
Paul Adler, Esq., Senior Vice President and General Counsel 
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Roberts, Sullivan {RIDOH) 

From: 
Sent: 
To: 
Subject: 

Pullano, Paula (RIDOH) 
Tuesday, July 17, 2018 11:08 AM 
Roberts, Sullivan (RIDOH) 
FW: [EXTERNAL] : Comments regarding proposed pharmacy reg changes -PharMerica 

From: Mancini, Richard [mailto:Richard.Mancini@pharmerica.com] 
Sent: Monday, July 16, 2018 11:53 AM 
To: Pullano, Paula (RIDOH) <Paula.Pullano@health.ri.gov> 
Subject: [EXTERNAL] : Comments regarding proposed pharmacy reg changes -PharMerica 

Hi Paula, 

PharMerica is a natiorial long term care pharmacy locally operating in Warwick. I was hoping to submit some comments 
regarding the proposed pharmacy regulation changes. 

Specifically: 

1.5.27.(C).(1). F 

f. A valid medication order may be transmitted to a licensed pharmacy by the following means: (1) Delivery of 
the original, signed written medication order. (2) Electronically by a nurse c,r authorized agent of the prescriber in a 
hospital, nursing facility, medical institutions, or hospice care facilities via a secure, interoperable·information 
technology system that exchanges data accurately, effectively and in compliance with applicable laws. (3) Verbally by an 
authorized prescriber or the prescriber's authorized designated agent. (4) Via facsimile by a prescriber or the 
prescriber's authorized designated agent. If the order was initially received verbally, the transmitted document shall 
include the name of the prescriber, the name of the agent who received and transcribed the medication order. 

This regulation says a nurse from a nursing facility can electronically submit orders but says all other forms of 
communication need to be done by a prescriber or a prescribers authorized designated agent. Depending on the 
interpretation of "authorized designated agent" this could be interpreted that nurses at nursing homes could not phone 
in or fax orders for non-controlled medications. I was hoping that lines 3 and 4 could be reworded to be similar to line 2 
that specifically says that a nurse in a nursing facility can transmit orders of these types. 

1.5.23 

Product Verification Verification by a pharmacist of a an originally filled prescription or a first refill of a 
prescription, filled prescription must shall include a verification of the prescription label and product against the original 
or scanned prescription. 

Long term care prescriptions (for non-controls) are transmitted to the pharmacy as orders as opposed to hard copy 
prescriptions. Since, long term care prescriptions are administered by a licensed nurse or med tech in the long term care 
facility, the validity and accuracy of the order is verified before the administration of every dose against a medical record 
(usually electronic). For this reason, I feel that the intent of this regulation, which is to prevent medication errors from 
being perpetuated after the first fill is being achieved on every dose administration. I am hoping that the wording of 
this regulation can be changed to exempt the check against the original for the first refill for residents residing in the LTC 
setting. 

1 


	2018.08.10 Pharmacy PC Compilation
	2018.07.18 Pharmacy PC Compilation
	2018.07.09 Pharmacy Hearing Transcript

	2018.08.08 Pharmacy PC Form Letter Compilation



