8§ 6816-a. Wien substitution is required. 1. A pharmacist shal
substitute a | ess expensive drug product containing the sane active
i ngredi ents, dosage formand strength as the drug product prescribed,
ordered or dermanded, provided that the foll owi ng conditions are net:

(a) The prescriptionis witten on a formwhich neets the requirenents
of subdivision six of section sixty-eight hundred ten of this article
and the prescriber does not prohibit substitution, or in the case of
oral prescriptions, the prescriber nust expressly state whether
substitution is to be permtted or prohibited. Any oral prescription
t hat does not include such an express statenent shall not be filled; and

(b) The substituted drug product is contained in the |ist of drug
products established pursuant to paragraph (o) of subdivision one of
section two hundred six of the public health | aw, and

(c) The pharmaci st shall indicate on the |abel affixed to the
i mmedi ate container in which the drug is sold or dispensed the nanme and
strength of the drug product and its manufacturer unless the prescriber
specifically states otherwi se. The pharnmaci st shall record on the
prescription formthe brand name or the nane of the manufacturer of the
drug product dispensed.

2. In the event a patient chooses to have a prescription filled by an
out of state dispenser, the laws of that state shall prevail.

3. A pharmaci st shall substitute a | ess expensive biol ogi cal product
for a prescribed biological product provided that all of the follow ng
conditions are net:

(a) the substituted biological product is either an interchangeable
bi ol ogi cal product for the prescribed product or the substituted
bi ol ogi cal product is one for which the prescribed product is an
i nt er changeabl e bi ol ogi cal product;

(b) the prescriber does not designate that a substitution is
prohi bited as described in subdivision six of section sixty-eight
hundred ten of this article; and

(c) the pharmaci st indicates on the |abel affixed to the inmediate
container in which the biological product is sold or distributed the
nane and strength of the product and its manufacturer unless the
prescriber specifically states otherw se.



4. (a) Wthin five business days foll ow ng the dispensing of a
substituted biol ogical product, the dispensing pharnmaci st or the
pharmaci st' s desi gnee shall comunicate to the prescriber the specific
product provided to the patient, including the nane of the product and
t he manuf acturer. The commruni cation shall be conveyed to the prescriber
(i) by making an entry that is electronically accessible to the
prescriber through an interoperable electronic nedical records system
an electronic prescribing technology or a pharmacy record; or (ii) by
using facsimle, electronic transm ssion or other electronic nmeans. If
an el ectroni c neans described in this paragraph is not available to the
pharmaci st at the tine of communi cation, the dispensing pharmacist or
t he pharnaci st's designee nmay conmuni cate the information by tel ephone.

(b) Communi cati on under paragraph (a) of this subdivision shall not be
requi red where:

(i) there is no FDA-approved interchangeabl e bi ol ogi cal product for
t he product prescribed; or

(ii) arefill prescription is not changed fromthe product dispensed
on the prior filling of the prescription.

5. The departnent shall maintain a link on its web site to the current
list of all biological products determ ned by the Federal Food and Drug
Adm ni stration to be an interchangeabl e bi ol ogi cal product for a
speci fic biological product.



