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Need for the Pharmacy Based Immunization Program Guidelines to be Promulgated as a Rule Under the
Tennessee Uniform Administrative Procedures Act.

QUESTIONS

1. Arethe Pharmacy Based Immunization Program (“ PBIP’) Guiddines adopted by
the Tennessee Board of Pharmacy “rules’ asdefined in the Tennessee Uniform Administrative Procedures
Act?

2. If the answer to Question No. 1 aboveisin the affirmative, are such rulesvoid for
failure to be promulgated pursuant to the UAPA?

OPINIONS

1. Y es. Becausethe PBIP Guidelinesare astatement of general applicability that
implements apolicy and describes the practi ce requirementsof the Board of Pharmacy, they area“rule’
asdefined by the Uniform Administrative ProceduresAct (UAPA) at Tenn. Code Ann. § 4-5-102(10).
None of the various exceptionsto the definition of “rule” contained in this statute are applicableto the
Guidelines.

2. Yes. The PBIP Guiddines are void and cannot be enforced asa“rule’ because
the Board of Pharmacy did not promulgate them as such pursuant to the provisions of the UAPA.
ANALYSIS

1. The Tennessee Board of Pharmacy isan “agency” asthat termisdefined in Tenn.
Code Ann. § 4-5-102(2):

“Agency” meanseach state board, commission, committee, department, officer, or any
other unit of state government authorized or required by any statute or constitutional
provision to make rules or to determine contested cases.
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Pursuant to Tenn. Code Ann. § 63-10-501, the Pharmacy Board isastate board. Tenn. Code Ann. 8 63-
10-504(b)(1) mandates that the Board adopt rules“for the proper administration and enforcement of parts
4-6 of [the Tennessee Pharmacy Practice Act of 1996] . . . .”

The Tennessee Board of Pharmacy adopted guidelines for its “Pharmacy Based
Immunization Program” on July 23, 1997. Thetext of these guidelinesis as follows:

Any pharmacist who wished to participate in apharmacy based immunization program

must meet the following specifications.

1 Completeanimmunization training program recognized by the Board of Pharmecy.

2. Haveaemergency plan protocol to deal with emergencieswhen giving
immunizations. An examplewould beawritten planthat alertsalocal
physician or emergency center that you will be giving immunizationsand
notifies them of the particular date and time you are offering the service.

3. Notify appropriate hedlth care professondsthat immunizations are being
offered in your facility, including health departments, physician’ s offices,
etc.

4, Be Basic Cardiac Life Support or Cardiopulmonary Resuscitation
Certified, at a minimum.

“Rule’ isdefined in Tenn. Code Ann. 8§ 4-5-102(10) as

each agency statement of genera gpplicability that implementsor prescribeslaw or policy
or describesthe procedures or practice requirements of any agency. “Rul€’ includesthe
amendment or repeal of aprior rule, but does not include:
(A) Statements concerning only theinternal management of state government and not
affecting private rights, privileges or procedures available to the public;
(B) Declaratory orders issued pursuant to § 4-5-223;
(C) Intra-agency memoranda;
(D) Generd policy statements which are substantially repetitious of existing law; or
(E) Agency statements which:
() Relate to the use of the highways and are made known to the public by
means of signs or signals; or
(i) Relateto the curriculum of individua state supported ingtitutions of
postsecondary education or to the admission or graduation of students of
suchindividud ingtitutionsbut not to thediscipline or housing of students;
(F) Rate filings pursuant to title 56, chapters 5 and 6; or
(G) Statements concerning inmates of correctional or detention facility.
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The introductory paragraph of the PBIP Guidelines states “[a]ny pharmacist who wished to
participatein apharmacy based immunization program must meet thefollowing specifications” (emphess
added). Thus, the Board appears to be making the Guidelines mandatory on any pharmacist who wants
to participate in a pharmacy based immunization program. A common sense reading of the Guidelines
shows that they describe the procedures or practice requirements of the Board -- if any pharmacist does
not comply with the* specifications” enumerated in the Guidelines, they cannot participatein apharmacy
basad immunization program. Thus, the Guiddines meet the generd definition of “rule’ contained in Tenn.
Code Ann. § 4-5-102(10).

The only exceptionsto thisdefinition that might conceivably apply to the Guiddinesare
those in subsections (A), (C), and (D). However, the Guidelines cannot be considered “[s]tatements
concerning only theinternd management of state government and not affecting privaterights, privilegesor
procedures availableto the public” sncethe Guidelines gpparently apply to practicing pharmacists outsde
of state government and indeed would serveto limit the rights of pharmacistswho do not abide by their
specifications.

Similarly, the Guidelinesare not an intra-agency memorandasincethey are meant to apply
to practicing pharmacistswho are regulated by the Board and they are not limited in their application to the
Board or other divisionsof state government. This office has also been advised by the Board that the
Guidelines, after adoption, were posted on the Board' s Internet website and otherwise distributed for
purposes of notice.

Findly, theGuiddinesarenot “ substantiadly repetitiousof existinglaw.” Therearenot any
statutory or regulatory provisions similar in substance to the Guidelines or that arguably infer the
requirementsof the Guidelines. TheGuiddinescitetwo satutesand oneRule. Tenn. Code Ann. § 63-10-
404(1) isthe genera definition of “administer” for the Pharmacy Practice Act and doesrefer to “injection”
as one means of the application of adrug to a patient or research subject. Tenn. Code Ann. 8 63-10-
404(31) isthedefinition of “Practiceof pharmacy.” Neither of these Satutesmentionsa* Pharmacy Based
Immunization Program” or discusses any requirementsthat are binding on apharmacist who wantsto give
immunizations. Smilarly Rule 1140-3-.01, “Responsbilities For Pharmaceutical Care,” doesnot contain
any provisons mandating the pecific requirements of the Guiddinesor any satementsthat arguably include
the requirements.

ThePBIP Guiddinesdevel oped and published by the Board of Pharmacy area“rule’ as
defined in the UAPA.

2. Boards and agencies with the authority to promulgate rules must do so according
to the rulemaking process outlined inthe UAPA. Tenn. Code Ann. §4-5-203(a). Pursuant to Tenn. Code
Ann. 8 4-5-202(a) aboard or agency must give the public notice that it is going to promulgate rules and
it must providearulemaking hearing. Rulesthat arenot promulgated pursuant tothe UAPA’ spublic notice
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requirementsarevoid. Tenn. Code Ann. §4-5-216. No ruleiseffective until approved by the Attorney
General and filed with the Secretary of State. Tenn. Code Ann. 8 4-5-207. An agency’s policy
gatementsand other directivesthat are*rules’ asdefined by the UAPA must be promulgated assuch. See
Tennessee Cable Television Associates v. Tennessee Public Service Commission, 844 S\W.2d 151,
163 (Tenn. Ct. App. 1992).

This Office hasbeeninformed by the Board of Pharmacy that the PBIP Guiddinesthat are
the subject of this Opinion request were not promulgated as rules under the provisions of the UAPA.
Becausethe PBIP Guidelinesarearuleor rules asdefined in the UAPA they arevoid and unenforceable
becausethe Board of Pharmacy did not promulgate them pursuant to the process mandated in the UAPA.
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