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EXECUTIVE SUMMARY

This is the seventh annual report on the implementation of the Wholesale Distributor
Permitting and Prescription Drug Integrity Act (the “Act”) as required by Health
Occupations Article, l0-6C-13, Annotated Code of Maryland. The Act, Senate Bill
759/House Bill 1030. Chapters 352 and 353. was passed in the 2007 Legislative Session.
The Act provides requirements for persons applying to he licensed to distribute
prescription drugs or devices into, out of, or within Maryland. The Act further requires a
pedigree, or history of the distribution chain, for prescription drugs that are distributed in
Maryland outside of the normal distribution chain. As revised in 2007, it is one of the
more stringent wholesale distributor acts in the country and is in the Forefront of
protecting the prescription drug supply chain nationwide.

The Board faced a number of challenges with the first, second and third renewals after
the passage of the new law. Those challenges, and how they were resolved, were
described i.n detail in the 2009 through 201 3 Annual Reports. In summary, the passage of
House Bill 1195 Prescription Drugs — Wholesale Drug Distribution — Surety Bond
Requirements, Chapter 170, during the 2009 Legislative Session, reduced the surety bond
requirement from $100,000 to $50,000 for wholesale distributors that distribute less than
$10,000,000 of their gross receipts from sales of prescription drugs and devices in
Maryland. This relieved the burden on smaller distributors who had difliculty meeting
the previous bonding requirement.

During the 2010 Legislative Session, the passage of Senate Bill 163/House Bill 868 State
Board of Pharmacy — Wholesale Distributor Permitting and Prescription Drug Integrity
Act, Chapters 239 and 240. provided “deemed status” only for those wholesale
distributors accredited by a Board-approved accreditation program or those wholesale
distributors located in states with wholesale distribution laws substantially equivalent to
Maryland’s laws. This relieved the financial burden faced by the Board to inspect all out
of state distributors whose home state boards did not have distributor laws that were at
least as restrictive as Maryland’s. Accreditation programs approved by the Board
include: the National Association of Board’s of Pharmacy (NABP) Verified—Accredited
Wholesale Distributors (VAWD) for wholesale distributors who hold product: the
American Commission for Healthcare, Inc. (ACHC) for wholesale distributors of oxygen;
and the Community Health Accreditation Program (CHAP) for the wholesale distributors
of other medical gases.

In the 2012 Legislative Session, SB l33/HB 316 State Board of Pharmacy — Wholesale
Distributor Permits — Permit and Application Requirements, 201 2, Chapter 462,
eliminating the requirement that the Board he required to physically inspect the facilities
of a wholesale distributor applicant who does not physically hold prescription drugs or
prescription devices at the applicant’s facility address. It altered the criminal background
check requirement for an in—state applicant for a wholesale distributor permit by requiring
that the designated representative and the supervisor of the designated representative
submit fingerprints directly to the Criminal Justice Information System Central
Repository of the Department of Public Safety and Correctional Services (CJIS). Finally,
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it altered the criminal background check requirement for an out of state applicant for a
wholesale distributor permit by requiring the designated representative and the supervisor
of the designated representative to submit a criminal background check from their state of
residence.

In the 2013 Legislative Session, SB 595/FIB 59 1 State Board of Pharmacy — Wholesale
Distribution — Pharmacies, Chapters 298 and 621 , limited the authority of a pharmacy
permit holder to distribute prescription drugs and prescription devices to another
pharmacy permit holder and required certain reporting requirements. This legislation also
struck the word “retail” from the section of the law that allows pharmacies to wholesale
distribute, if the percentage of wholesale distribution is 5% or less of the pharmacy’s
annual sales. This change requires all pharmacies, no matter if retail or waiver, to comply
with the 5% restriction. This legislation is important because it prevents pharmacies from
selling prescription drugs that are in short supply upstream to a wholesale distributor
which often has contributed to inflated prices of hard to obtain prescription drugs.

MEETING REGULATORY REQUIREMENTS

In 2009 and 2010, the Board sought legislation to remedy specific implementation
challenges with the Act. In 2009. House Bill 1195 Prescription Drugs — Wholesale Drug
Distribution — Surety Bond Requirements. Chapter 170, reduced the surety bond
requirement to $50,000 for wholesale distributors that distribute less than $10,000,000 of
their gross receipts from sales of prescription drugs and devices in Maryland. This
legislation provided relic! for those smaller wholesale distributors that found it difficult to
obtain a $100,000 surety bond. Regulations were promptly promulgated with an
emergency effective date of June 18, 2009 and a final effective date of October 5,2009.

In 2010, Senate Bill 163/House Bill 868 State Board of Pharmacy - Wholesale
I)istributor Permitting and Prescription Drug Integrity Act, provided “deemed status”
only for those wholesale distributors accredited by a Board-approved accreditation
program or those wholesale distributors located in states with wholesale distribution laws
substantially equivalent to Maryland’s laws. The Board may waive requirements, such as
inspections, for distributors granted deemed status. The legislation relieved Board
inspectors from inspecting out-of—state wholesale distributors. Prior to enactment of the
bill, the Board contracted with the NABP to act as the Board’s agent to inspect out-of-
state distributor facilities. No regulations were required to implement this revision to the
law.

In 2012. SB l33/HB 316 State Board of Pharmacy —Wholesale Distributor Permits —

Permit and Application Requirements, Chapter 462, proposed three amendments to the
Act. The first amendment removed the requirements for a physical inspection of a
wholesale distributor location that does not hold product. The second amendment
substituted a new requirement that criminal background checks be submitted for
designated representatives and their supervisors from the state where the wholesale
distributor is located, for the previous requirement that these out—of—slate individuals
submit to a Maryland criminal background check. The third amendment allowed
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applicants to submit their fingerprints and fees for a criminal background check directly
to the Criminal Justice Information System Central Repository of the Department of
Public Safety and Correctional Services. All three amendments were passed.

In 201 3, SB 595/HB 59 1 State Board of Pharmacy — Wholesale Distribution —

Pharmacies, Chapters 298 and 621 , limited the authority of a pharmacy permit holder to
distribute prescription drugs and prescription devices to another pharmacy permit holder.
Pharmacies holding a waiver permit under COMAR 10.34.17.01 - .04 would only he able
to wholesale distributor to other pharmacies. Full service pharmacies would be able to
wholesale distribute to a wholesale distributor with proper record keeping and reporting
to the Board. This legislation also struck the word “retail” from the section of the law that
allows pharmacies to wholesale distribute, if the percentage of wholesale distribution is
5% or less of the pharmacy’s annual sales. This change requires all pharmacies, no matter
if retail or waiver, to comply with the 5% restriction.

These revisions to the law were made because over the past few years drug shortages
have become a major issue in the drug supply nationwide and in Maryland. There exists a
“gray market” where wholesale distributors and pharmacies buy and sell to each other
drugs in short supply increasing the prices significantly before the (Irugs are dispensed to
the patient. Oftentimes it is a pharmacy that sells “upstream” increasing the price to a
wholesale distributor when drugs are in short supply. The wholesale distributor then
increases the price again when the product is sold. The Board has worked closely with
federal authorities over the past year or two to end this practice, and identiled ways to
restrict the sale of prescription drugs and prescription devices by a pharmacy to any entity
besides another pharmacy. SB 595/HB 591 proposed one method to thwart price gouging
that has impacted the supply of critically needed prescription drugs.

There are exceptions in the Act which allow a pharmacy to continue to buy and sell
prescription drugs under certain circumstances and accommodating traditional pharmacy
practices. The Act includes a definition of wholesale distribution which sets out a number
of transactions that are not considered “wholesale distribution.” These transactions allow
pharmacies to buy and sell prescription drugs and prescription devices in their usual
course of business so that they may return overstock of drugs, sell to a reverse distributor
for disposal, conduct intracompany sales, sell their inventory when closing a pharmacy,
and other limited activities.

Some wholesale distributors objected to this legislation as too stringent, preventing them
from assisting hospital pharmacies in finding drugs in short supply at a moment’s notice.
Passage of the legislation. however: does not prevent anyone from providing information
to a pharmacy as to where they may obtain a drug that a patient desperately needs. It does
eliminate the possibility that a wholesale distributor, acting as a middleman, could
overcharge For a desperately needed prescription because it has limited availability.

Since the passage of 201 2 and 201 3 legislation, the Board has been diligently working to
revise COMAR 10.34.22.01 - .08 Licensing of Wholesale Prescription Drug or Device
Distributors, to implement the new laws. In the 2012 regulatory proposal, the Board
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addressed the revisions from SB 133 and also addressed closing requirements,
reinstatement requirements and licensure requirements for the distribution by “virtual”
manufacturers. A draft of the revisions to COMAR 10.34.22 was approved by the Board
at the August 15, 2012 Public Board Meeting and was released for informal comment to
stakeholders between August 15. 2012 and September 7. 2012. Three informal
comments were received. The Board approved responses to those comments, and
revisions to the proposed regulations as a result of those comments, at the October 17.
2012 Public Board Meeting. Although the proposal was published in the Maryland
Register, 40:8 Md.R. 742-745 (April 19, 2013), new legislation was introduced and
passed during the 201 3 Legislative Session. The Board withdrew the April proposal and
approved a revised version at the September 20, 2013 Public Board Meeting to
accommodate both new laws. A new chapter COMAR 10.34.37 Pharmacy Permit Holder
— Wholesale Distribution, was included in the same proposal with the revisions to
COMAR 10.34.22 to address pharmacy wholesale distribution and pharmacy reporting
requirements. A copy of the proposed regulations implementing the 2012 and 2013
legislation is included in the Appendix, although further revisions may occur before
publication in the Maryland Register.

CONCLUSION

The Board, legislators and stakeholders were aware in 2007 that the Wholesale
Distributor Permitting and Prescription Drug Integrity Act would be a challenge to
implement. The emphasis was and continues to he protecting the public by imposing
additional requirements for persons applying to he licensed to distribute prescription
drugs or devices into Maryland; thereby protecting the supply chain of prescription drugs
and devices in (his State. The Act has changed how wholesale distributors in Maryland
do business. Distributor personnel are strictly scrutinized. Distributor facilities are
inspected and may not be operated in a residence, and distributors are required to
maintain pedigrees For prescription drugs which leave the normal distribution channel.
Since the Board first implemented the Act, legislative changes have ensured greater
compliance by the wholesale distributor industry, greater monitoring by the Board and
ultimately greater protection of the prescription drug and prescription device supply in
Maryland.
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APPENDIX I

MARYLAND REGISTER

Proposed Action on Regulations

Date Filed with AELR TO BE COMPLETED BY
Committee DSD

Date Filed with Division of State
Transmittal Sheet Documents

PROPOSED
OR REPROPOSED Document Number

Actions on Regulations
Date of Publication in MD

Register

I. Desired date of publication iii Maryland Register:

2. COMAR Codi1cation

Title Subtitle Chapter Regulation

10 34 22 02. .03, .03-I, .05, .09-Il

10 34 37 01-03

3. Name of Promulgating Authority

Department of Health and Mental Hygiene

4. Name of Regulations Coordinator Telephone Number
Michele Phinney 410-767-5623

Mailing Address

201 W. Preston Street

City State Zip Code
Baltimore MD 21201

Email
michele.phinney@ maryland.gov

5. Name of Person to Call About this Document Telephone No.
Anna Jeffers 410-764-3833

Email Address
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anna.jeffers @ maryland.gov

6. Check applicable items:
X- New Regulations

X- Amendments to Existing Regulations
Date when existing text was downloaded from COMAR online: June 7, 2013.

— Repeal of Existing Regulations

— Recodification

— Incorporation by Reference of Documents Requiring DSD Approval
— Reproposal of Substantively Different Text:

Md.R

(vol.) (issue) (page nos) (date)

Under Maryland Register docket no.: --P.

7. Is there emergency text which is identical to this proposal:
_Yes X-No

8. Incorporation by Reference
— Check if applicable: Incorporation by Reference (IBR) approval form(s) attached and 18 copies
of documents proposed for incorporation submitted to DSD. (Submit 18 paper copies of IBR
document to DSD and one copy to AELR.)

9. Public Body - Open Meeting

X- OPTIONAL - If promulgating authority is a public body, check to include a sentence in the
Notice of Proposed Action that proposed action was considered at an open meeting held
pursuant to State Government Article, §10-506(c), Annotated Code of Maryland.
— OPTIONAL - If promulgating authority is a public body, check to include a paragraph that final
action will be considered at an open meeting.

10. Childrens Environmental Health and Protection
Check if the system should send a copy of the proposal to the Children’s Environmental Health

and Protection Advisory Council.

11. Certificate of Authorized Officer

I certify that the attached document is in compliance with the Administrative Procedure Act. I also
certify that the attached text has been approved for legality by Linda Bethman, Assistant Attorney
General, (telephone #410-767-6906) on . A written copy of the approval is on file at this agency.

Name of Authorized Officer

Joshua M. Sharfstein, M.D.

Title Telephone No.

Secretary 410-767-6500

Date
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Title 10
DEPARTMENT OF HEALTH AND MENTAL HYGIENE

Subtitle 34 BOARD OF PHARMACY
10.34.22 Licensing of Wholesale Prescription Drug or Device Distributors

Subtitle 34 BOARD OF PHARMACY
10.34.37 Pharmacy Permit Holder — Wholesale Distribution

Authority: See Attached

Notice of Proposed Action

[1

The Secretary of Health and Mental Hygiene proposes to
1) Amend Regulations .02, .03, and .05, and adopt new Regulations .03-1, and .09—.I I
under COMAR 10.34.22 Licensing of Wholesale Prescription Drug or Device
Distributors; and
2) Adopt new Regulations .0l—.03 under a new chapter COMAR 10.34.37 Pharmacy
Permit Holder — Wholesale Distribution.
At this time, the Secretary is also withdrawing amendments to Regulations .02, .03, and
.05, and new Regulations .03-I, and .09—. 11 under COMAR 10.34.22 Licensing of
Wholesale Prescription Drug or Device Distributors as proposed in the 40:8 Mcl.R. 742-
745 (April 19, 2013).
This action was considered by the Board of Pharmacy at a public meeting held November
20, 2013, notice of which was given by publication on the Board of Pharmacy website,
http://dhmh.rnaryland.gov/pharmacy/SitePages/Home.aspx, from October 30, 201 3
through November 20, 2013. pursuant to the State Government Article, §10-506(c),
Annotated Code of Maryland.

Statement of Purpose

The purpose of this action is to
1) Revise COMAR 10.34.22 to comply with statutory requirements as amended by SB
I 33/HB 3 16 State Board of Pharmacy — Wholesale Distributor Permits — Application
Requirements, 2012 and SB 595/ HB 591 State Board of Pharmacy — Wholesale
Distribution — Pharmacies, 2013. The revisions include: adding definitions for “ANDA,”
“NDA,” “pharmacy,” “UDI” numbers, “cease to operate,” “central repository.”
“intracompany sales,” and “virtual manufacturer.” “Original wholesale distributor” was
added to § B(22)(h)(x) of the definition of “wholesale distribution” where wholesale
distribution does not include the sale or transfir from a pharmacy or pharmacy warehouse
of expired, damaged, returned, or recalled prescription drugs to the original wholesale
distributor, the original manufacturer, or a third-party returns processor. The word
“retail” was stricken from § B(23)(h)(xii) of the definition of “Wholesale Distributor” so
that all pharmacies distributing more than 5% of their annual sales would he required to
obtain a wholesale distributor permit. Revisions have been made: concerning criminal
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background checks so that applicants may submit their request for criminal background
checks directly to the central repository instead of to the Board; adding a section that
requires out of state applicants to obtain criminal background checks from the state in
which they are located; and revising the inspection requirement so that only entities that
hold product are required to be inspected. The proposed action also includes four new
regulations which clarify procedures. The new Regulation .03-1 addresses minimum
application requirements for virtual manufacturers. The new Regulation .09 addresses
reinstatement for expired wholesale distributor permits. The new Regulation .10
addresses required information and procedures for closing. The new Regulation .11
addresses relocation requirements. Finally, the proposal includes clarifying revisions to
the surety bond requirement and Regulation .05 Violations and Penalties; and
2) Adopt new regulations under a new chapter COMAR 10.34.37 Phannacy Permit
Holder - Wholesale Distribution to comply with statutory requirements as amended by
SB 595MB 591 State Board of Pharmacy — Wholesale Distribution — Pharmacies, 2013.
The requirements do not allow wholesale distribution by a phannacy with a waiver
permit to a wholesale distributor. Waiver pharmacies will be required to keep proper
records of wholesale distribution. Full service pharmacies may distribute to a wholesale
distributor with proper record keeping and by submission to the Board of a “Reporting
Form” within a week of the wholesale distribution.

Comparison to Federal Standards

There is no corresponding federal standard to this proposed action.

Estimate of Economic Impact
L Summary ofEconomic Impact.
The revisions to COMAR 10.34.22 Licensing of Wholesale Prescription Drug or Device
Distributors, add minimum application requirements for virtual manufacturers. It also
includes new regulations for reinstatement, procedures for ceasing to operate, and
relocation. These revisions impose a positive economic impact on the issuing agency
since less time will be required of Board staff topss applications. These revisions
impose a positive impact on virtual manufacturers because they may now utilize less time
staff time completing the application.
The adoption of a new chapter COMAR 10.34.37 Pharmacy Permit Holder — Wholesale
Distribution, has no fiscal impact on the Board as a change to inspections forms, which is
done on an annual basis in any event would be the only known change as a result of the
proposed legislation. The receipt of “Reporting Forms” should be minimal as this
practice is limited to unusual or emergency circumstances.

Revenue (R÷/R-)
IL Types of Economic Impact. Expenditure (E#E-) Magnitude

A. On issuing agency: (R+) Indeterminate
B. On other State agencies: NONE
C. On local governments: NONE
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Benefit (+)
Cost Magnitude

D. On regulated industries or trade
(+) Indeterminategroups:

E. On other industries or trade groups: NONE
F. Direct and indirect effects on public: (÷) Indeterminate
III. Assuniptions. (Identified by Impact Letter and Number from Section 11.)
A. The revisions in COMAR 10.34.22 Licensing of Wholesale Prescription Drug or
Device Distributors, simplify the application process and, as a consequence, require less
staff time to process applications.
The new regulations in COMAR 10.34.37 Pharmacy Permit Holder — Wholesale
Distribution, would have minimal impact on the Board. Inspections fornis would be
required to be revised, but are revised annually as a matter of course. Receipt of
“Reporting Forms” should he infrequent and may easily be stored in the permit holder’s
file.

D. For COMAR 10.34.22 Licensing of Wholesale Prescription Drug or Device
Distributors, the regulated industry will welcome the simpler application process for
certain virtual manufacturers since it will save staff time for the regulated industry.
For COMAR 10.34.37 Pharmacy Permit Holder — Wholesale Distribution, the regulated
pharmacies should find the “Reporting Form” a short and brief. It should not be a burden
to complete as wholesale distribution to wholesale distributors should be an infrequent
occurrence.

F. The revisions in COMAR 10.34.22 Licensing of Wholesale Prescription Drug or
Device Distributors has an indirect and positive effect on the public as virtual
manufacturers will he able to apply for licensure in less time making certain prescription
drugs available to Maryland consumers in less time without sacrificing public safety.
The adoption of a new chapter COMAR 10.34.37 Pharmacy Permit Holder — Wholesale
Distribution, will have a positive effect on the public by tracking the sale of prescription
drugs from a pharmacy to a wholesale distributor. This may alert the Board when
prescription drugs are in shortage and sold by pharmacies instead of by wholesale
distributors.

Economic Impact on Small Businesses

The proposed action has minimal or no economic impact on small businesses.

Impact on Individuals with Disabilities

The proposed action has no impact on individuals with disabilities.
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Opportunity ftr Public Comment

Comments may be sent to Michele Phinney, Director, Oflice of Regulation and Policy
Coordination, Department ot Health and Mental Hygiene, 201 West Preston Street, Room
512, Baltimore, MD 21201, or call 410-767-6500; TTY:800-735-2258, or email to
dhmh.regs@maryland.gov, or fax to 410-767-6483. Comments will be accepted through
A public hearing has not been scheduled.

Economic Impact Statement Part C

A. Fiscal Year in which regulations will become effective: FY 2014
B. Does the budget for the fiscal year in which regulations become effective contain
hinds to implement the regulations?

C. If ‘yes, state whether general, special (exact name), or federal funds will he used:

D. If ‘no’, identify the source(s) of funds necessary for implementation of these
regulations:

E. If these regulations have no economic impact under Part A, indicate reason briefly:

F. If these regulations have minimal or no economic impact on small businesses under
Part B, indicate the reason and attach small business worksheet.
The Board is not required to obtain information concerning which licensees operate small
businesses. The regulations generally simplify processes for criminal background checks
and wholesale distributors who do not hold product. These revisions would have a
positive economic impact on wholesale distributors who are also small businesses.
The requirement of a “Reporting Form” would he minimal on a small business pharmacy
as the usage of this form should he minimal.
G. Small Business Worksheet:

Attached Document:

Title 10

DEPARTMENT OF HEALTH AND MENTAL
HYGIENE

Subtitle 34 BOARD OF PHARMACY
10.34.22 Licensing of Wholesale Prescription Drug or Device Distributors
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Authority: Hc.ilth Occupations Aii:cc. § I 2—205. 12—601. and 2—6U—() I—I 2—6C— 3. Annul,itcd Code of Maryland

10.34.22.02 (June 7, 2013)

.02 Definitions.
A. (text unchanred)
B. Terms Det5ned.

(1) “ANDA ‘‘ means an Abbeecu’teil Nra Drug 4ppiicatuin number end LOU fcuJ!.v elatit that, hen sn/mutt iii to the
U.S. Food and Drug Adni mist ration’s (FDA) Ce,,terflr Drug Ei’alnation ciii! Re,vearc Ii, Ofi,cc’ of Generic Drugs,
cio idea for the relic? i and ultimate appro ia! of a ‘‘eneric’ c/rug product.

[(I)] (l-1)—(5) (text unchanced)
(5-i) ‘Cease to operate” means the clatc’ on which the last prescription drug or pre.scuiptioii c/clue is distithutecl

&v tile permit holder.
(5—2) ‘‘Centric! repository uneana thc Cri,i,inal .Iuatice lnfoi’,ncition S’i’ste,n Cent rid Repository of the Depar/nient

of Pub/IL Safety cind Correctional Services.
(6)—(8) (text unchanged)
(8—1) “Desigiiee” means ci Boorul contracted or Boaul e’ccognizeci entity.
(9)—( 12) (text unchanged)
(12—1) “huticiconipanc’ sale.s ‘‘ niean.s ci:

(a) Transaction or transfi’r of’ presc iiptian drugs bete reel? a division. .vnbsidicirv. pc/rent, or affilicitecl or
re/cited company tine/er common oei’ner.shtp and ralliro! of ci corporate emit itV, other than ci trciliscic’tioui or trinisfer of

press ription drugs from a phcirniocv to a u’hohc’,vafe distributor; or

(b) Triin,voctcan or t,a,usfir of ci co—licensed proc/net between co—licensed Pu rule is.
(I 3)—( 14) (text unchanged)
(/4—1) “NDA ,uea,u.v a New Drug Application number assigned by the FDA fier drug.v formally pi’oposec/ to the

FDA as a mcciv phannacentical for vale ((liii ,narketiui,g in the U.S.
(I 5)—( 16) (text unchaneed)
(/6—i) ‘‘ Phcirunacy ‘‘ ,neauc.v a phci u’niacy that /ia,s been Lance? a:

(ci) Waiter phannacy pei’nut in aceorda,uce cviii, C’Olv!AR /0.34.17; or
(b) l’iili .Vc’I’i’ice pharnccicv periiiit.

I 7)—( I 8) (text unchanged)
(18—1) “Rea,.vtate,i,ent ‘‘ n’ean.v renewal of a wholesale ihistribiiior penicit after the pei’out las e.rpiri’il.

/8—2) ‘‘Reneic al ‘‘ means reneli’ing a ,i’holesale distributor permit before the date of rupi’atio!i.
(I 9)—(2 1) (text unchanged)
(2/—I) “UDI “ ,nean,v Li Unique Device Ide,iiific otion iiniiber that i,v created through a global/v accc’ptc’il c/evict’

identification amid coiling standard that cub ci’s the cmnc;nibiguunis eden tificatiomi of a .‘pecific’ niedic’cil device.
(21—2) Vi,’i,uul Mannfiucturer

(a) ‘‘ t’urtual Manufacturer’’ niean.v tin entity that e,ugage.v iii the ma,oifac’ti,re- of drug or device proilivc’ts flu’
which it:

(i) O,r,is thc NDA or .4NDA ,u,,niber, i/a prescription c/rug;
(ii) Oic’n.v f/ic’ CDI nu,nber, a.v available, for op rescruption di lice;
(in) C’ontracis critic a contract ncanutactciring argainntion for the physical nia,uifaciure oft/ce drug or

device p,’oduc t;

(ii’) Is not in c’olt’ed in i/ic’ physical ,na,iufact,ure of the drug or tie i’i( ‘e prodlu ct, amid
(i’) At no ti,ile toke,v physical po.s.sc’.s.viomu of, or stoics, f/ic’ drug o,’ dei’ice ,u,’od,ict.

(b) ‘‘ Virtual Mann/acturer ‘‘ micay occlude entities f/cat are ,de,itc fled u.s ci broker, eiii’,i—iabel dti’,bciiou’, 5OOii.5Oi’

inamncfi cturc’r, pri tate—lobe? niunuifec’turer, or coctract n,auucifiic’tuirer.
(22) Wholesale Distribution.

(a) (text unchanged)
(b) “Wholesale distribution” does not include:

(i) [Inira—company] Intraconcpamuv sales:
(ii)—(ix) (text unchanged)
(x) The sale or transfer from a [retail] pharniacy or pharmacy warehouse of expired, d:iniaged. returned, or

recalled prescript ion drugs to the original wholesale cii,vtributin’. the orici nat man ci fact u ‘er, or Ito] a th i’d—party returns
processor.
(23) Wholesale Distributor.
(a) (text unchanged)
(h) “Wholesale distributor” includes:
(i)—(xi) (text unchanged)
(xii) A [retaill pharmacy that conducts wholesale distribution, if the svholesale distribution business accounts for more
than 5 percent of the [retail] pharmacy’s annual sales: and
(xcii) (text unchanged)
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10.34.22.03 (October 19, 2012)

.03 Minimum Application Requirements for [Applicant] Applicants 1-101(1mg Product.
A. (text unchanged)
13. Crin,iiial Buck gisnmd Check Reqiuremeiits /or an Ipplicant Loi sited in this Stotc. The Board shall require [the

following information from] the designated representative and the immediate supervisor of the designated
representative at the appl cant’s place of business as part of the [initial] application for a permit to submit to the Cc ntral
Repository and the Federal Bureau of hn’esth,’otion:

(I) [Two complete sets of legible fingerprints taken on forms] Jilectromcalls or dgitul/v captured fincerprints at

ciroeed elect rome fungeuprint Iocation.v approved by the Director of the Central Repository [ansI the Director of the
Federal Bureau of Investigation]:

(2)—(3) (text unchanged)
B—I. Criminal Bcickgronuid Check Requireinent,vr an Applicant Located Outside this State.

(I) The Board shall require the designated representabu’e and the immediate superu’isor of the designated
representative at the applicant’s place of business as 1)011 n/thu applicatioui for a perlmt to subunit to a er,nnnal histors’
records check hi the applicant’s state n/residence, in accordance with the laws of the applicant ‘.5 state of residence.

(2) The criminal history records check shall consist of

(a) A state criminal history records check/or the applicant’s stcite n/residence; and

(b) A national criminal history records check.
(3) The design a ted representcitil’e antI the immediate supervisor of the designated reprc’sentat’e of c/n applicant

shall request tI/c’ appropriate entity in the applicant’s state of residence to fiurward the results of the criminal history
records check to the Board cind the appliccunt.

(4) If the appropriate entity in the applicant ‘.5 state of residcnce is unablc’ to fiirwarcl the results n/the criminal
history rccorcLr hcck, thc’n the clesigncitecl rcpresi’litatuu’e antI the inunediatc supervisor n/the designated
rep rescrutatn’e of c/n applicant shall ensure that the results pftlue criminal history records c-heck are finwarded to the
Board iii a inamnier approved hi the Board.

C. (text unchanged)
D. The Board may not issue in initial or renewal wholesale cI istributor permit to an applicant unless the Board or its

designee:
(I) [Conducts] If the applicant holds prescnption drugs or devices. cvnduc tv a physical inspection of the

applicant’s place of business, including any facility of the applicant;
(2)—(4) (text unchanged)

N. Surety Bond.
(I )—(2) (text unchanged)
(3) [The] An applicant shall submit the following documentation to verify the applicant’s annual gross receipts in

the State are less than SI 0,000,000 for the previous tax year:
(a) A federal tax return[, if the applicant’s total annual gloss receipts within or without the State are less than

S 10,000,000]: or
(b) An annual sales report specifying the sales of prescription drugs and devices in the State audited by a

certil iecl public accountant[, if the applicant’s total annual gross receipts within or without the State are S 10,000,000 or
more].

(4) (text unchanged)
(5) [A single surety bond shall cover all facilities operated by the applicant in the State] An applicant shall obtaiu

a vu in’ty bond fur each facility.
(6) A single surety bond mclv cou’cr cill flicilities opcrcitecl by the cupplicant within this State.

F—I. (text unchanged)
J. infirniatiomu and qrialiflc atio,i nquirenu’ntsfir obftnnm,c’ ci permit mindur this regulation, beyond tlicit required bs

/dc’ral law, does not apply to a muuci,uuficturer who distributes its own pis’.vc ription:
(I) Drugs cupprou’ed hs’ the U.S. food and Drug Administration; or
(2) Dc’i’ices tlucut are apjuroi’ecl or authori:ed by the U.S. I-antI and Drug ,4dmiiuustratian.

• 03—1 Minimum Application Requirements for Virtual Manufacturers.
Thii’ mfrnietian cnuul quc:hfi( atuon req/oriole!!!v/r ol’tciuiumg ci under Regulation 0.? a/this chapter, l’evonci

tlucit ncpuircd bvfi’cleral lou, do not ripply to ci u’irtual ,uuamuufiuctuirer that nucel.v the/allowing recpuirc-nuents:
A. Pinuicles ci list of drug or clevici’ proc/nc tv it distributes;

B. Prau’idi’s ci list of the NDA orANDA nuumbi’rs associated with ear/u drug it clistribnti’s;
C. Prau’ide.v ci li.vt of the UDI ,iu,nbers, as available, asvac icuted with each device it distribuiti’s;
D. I’rovicles the mucu,ne mid /iucihty cuc/clress n/the contract nucmu/iuctnrcr/or ecic’h cling or device product it

distributes;
F. Prou’idi s l’cr?/icdution oft brent FDA reg istrcutiomif?sr cac Ii cnmutrcuct nla,uu/cuc turing fitcility listed;
F. I/the comutrciet Indlnn/lctlmnr distributes into tins- State, prou’idcs ti wholesale chistributorpermna innuuber for the

contract macun utfucturer;
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G. I/the contract niamr/acturer does not distribute into dos State, proi’ide.v name and Maruland’s u’holesale
distrilnitor permit niunbc rfor the rot its that physical/v distributes the product into this State;

H. Pro i’id’s a Statenlent ci//n7uii i/nit i/ic virtual manufacturer doc’s not contract the nicini!/acturc’ or distrthutcuii
for drug.s or devices oilier than those/or u’hic’h it onis hit’ NDA, ANDA, or (ID! nunibers;

I. Proi’iles an cittc’statiOn by the oii’iicr of the virtual manufacturer that it does not hold product;
J. Proi’ide.s a copy of evistmg licensire/rom i/ic state iii uhicli it i,s located, if applicable; and
K. Hcs ia/id federal lit ensure or i’cgi,sti’at!on, a,i icr/tied hr the Board.

10.34.22.05 (October 19, 2012)

.05 Violations and Penalties.
A. After a hearing held under Health Occupations Article, § 12-601, Annotated Code of Maryland. the Board may

deny, suspend, revoke, or place on probation a permit holder, reprimand a permit holder, or impose a fine if the permit
holder:

(I )—(2) (text unchanged)
(3) Commits any of the following acts:

(a)—(o) (text unchanged)
(p) Distributes a prescription drug or device to [the] a consumer or patient [without a prescription or

prescription order from a practitioner licensed by law to use or prescribe the prescription drug or device]:
(q)—(x) (text unchanged)

(4) (text unchanged)
B. (text unchanged)

.09 Reinstatement.
A. The u’hole,scde distributor pei7nit ,s’licill e.vpiri’ on the lost day of its term.
B. The Board may hot reinstate the wholesale distributor permiiit unless the applicant pars ci i’ein.statenieii I fcc set by

the Board.

.10 Required Information and Procedures for Ceasing 10 Operate.
A. i/a wholesale distributor i.s located in another state, a wholesale distribntor anticipating cc’a.sing to operate in

Mars/and s/ia/I return i/ic permit to i/ic Board wit/un 10 clays’ fc’easoig to operate in Maryland.
B. Pmcediuesfnr Wholesalc’ Distributors Located in t/u.r State/or Ceasing to Operate.

(1) Notification.
(ci) At least 30 clays be//ire a ulo/esale distributor’s anticipated date of c’ea.soig to operate, the u’holesa/e

distributor shall notify the Board in u:ritmg, by certified ,ncul, return ret cipt requested, or hand deli i’erech to tin’
Boaisl’,s o/fic’e, of the c/co on which the wholesale distributor ui/i cease to operate.

(b) A wholesale distributor rho/I:
(i) Notify ding cincl c/ei’ic’e suppliers t/icit .suppls prc ‘ci’iption di’ug.s coici clei’ic’e.s to i/ic uhole.scile distributor,

at lc’ci.st 30 c/cl vs in adi’cince of c’ea.suig to operate, of the date thicit the w/:o/esale distributor ui/I cease to operate;
(ii) Notif’ nic,nuf/icturers, who/eva/c distributors, li’ce,i.sech plico7uacie.s and cmtIuinecl pi’e.scriber.s thot

recc’’c prescription drugs and devices froni thic’ wholesale distributor, cit least 30 diivs in cidi’cinc e ofc eosi,ig to
opc’rcOe, oft/ic c/cite t/icit thc’ ii ho/era/c distributor wi/I cease to operate: and

(ni) Conipls’ with cepplicablefideral regu/cifions.
(2) TIn’ wholesale distributor shall submit to and pcu.s.s ci closing inspection conducted by the Board.
(3) Wit/i i/ic’ exception of control/cc! dangerou.s substances’, i/ic’ nhio/e.sci/c c/i.stu’ubutor .shcdl dispose o/’p rescriptuon

di’ug.s or clei’ices in stock by one or niore of the follou’ing means:

(a) Returning h/ic prescription clrug.s or dei’ice.v to ci distributor or ,nanufdc’turer;
(b) Transf/irring the prescription c/rugs’ or c/ei’ice.s to another u /io/e,scule distributor, licensed p/icu’oicic’y.

auithou’i:ecl prescriber, or other person or entity cip/lroi’cdh bs’ the Bocircl; or
(c) Destroying in cic’c’ordc,nce wit/i thi,s regulcition.

(4) Disposition of’ (‘ontrollecl Dcungerou.s Sub.stcincc.s. The u hiolescile distributor s/ia/I comply ii’itli the pu’oc’eclu rev
•sc’tfnrthi in thi.s i’egubotion in cuddit ion to those set f/nt/i in COMAR 10.19.03.10 goi’erlung the trcin,sfi’i’, i’c’turn or
disposal of control/ed c/cuigcrou.s ,sub.sta,ic’cs.

(5) At the closing m.spcction, tlic’ who/eva/c distributor ,shci/l provide to thic’ Bocurci the ///loirmg:
(ci) Tue exact datc’ on wluchi thc’ u ho/eva/c’ distributor c c’a,seci to opc’ratc’;

(Ii) A copy of the ou’en tory of’prc’.sc’ription c/rug.s or d/c’i’ic’c,s dispo.sc’cl of. tran.sferi’c’d, co i’ctnruic’c/.
(c’) The names, acdrc.ssc’.s, tc/ephonc’ ,nnnl,er.s, ouch Drug En/ou’c’cnic’nt Adnuni.vtration u’c’gi.stration ,uunbc’u’.s, if

applicable, of the per.sohi.s or bu,si ic’,s,s entitic.s to u’/ioni prescription cii’ug.s or ilei’ic c’.s in ,stoc k u’ere rc’tio’hic’ci ou’

trcin.sfi’rred iuidcr h/u.s regulatio,i;
(d) Thc’ u’ho/e.sci/e c/i,strthiitor pernuit;

(c’) Jf’prc’.sc’ription ch’ug.s or clc’i’icc’.s cu’c’ chest royc’c/ pursuant to thi.s regu/cition, a letter, .vignccl unc/c’r oat/i hr t/ie
u’biohc’.sci/e dist,’ibutor, .stciting the:

(i) Date, place cinch mncinhuer in u/ut/i the p rescri)tiohu drng.s om’ dc’i’ice.s weld’ destroyed;
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(ii) Nu,nes, ac/dresses, and telephone inllnbt’rs of the persons respon,s dde for des! roving the1n’.vcnptio/l
dliIi.v 01’ c/c l’ices: and

(Ill) Name. t/osaie li/lIt. (11111 qIlailtiti of L’Ii(h type of prevcriptio/l tin,:’ Or c/clue liestlo red: and

(B If Il/IV pedileev or othel docmnent V cire tla/,sferred, (I letter, sic’iied imder ron/i hr the nlio/evule
th.vtrthntnr. vialing:

(i) T/it’ Cleft’, tl,ll(’, place 1(1 lihitIl 1111(1 IlIIiIlllt’I’ III 11111(6 the pet/Igrecs (1/ other /oc lllllt’lItS 1 lL’lC’ trlinsferl’cI/;
(i/la’

(ii) The moles, oddres vet, cad telephone ,nmiber.v of the persons responsi b/c for tIansferring the pel/ig Ices
or other c/oc’imlents.

(6) At the c/ovn,g ills7lection. the It/lo/esale thstrlbl,tor shIll! pro ‘ide to tilt Dil’lvIO/l of Ding Control the
folloiirng pc/ta/Ill/eq to ontiolied dan,qeron.v .vIIbvto/lces:

(ci) The era ct c/cite on which the III olesale chstnibutor ceased to ope/’ilte:
(h) ,4 copy of tile ciosiiç in l’L’ntorv of control/cd don qeroll.v suh.vttl/ILes let/lIned hr the Dint’ Enforce/lIe/n

AI/,llnllst ration.

(c) The 11(1mev, addlesscs, telephone nimibers, Dinq Enfo,’cenient Adin i/list ration /egiVtrtItiOii iIt/Illber.V,
DivIsion of Drug Control cglStrat/on nlullbe,’s, and Board pci/lilt ,Itlnlbe/’.v, if app/lcclblc, of the persons or /111501(155
C/It il’ie.v to ll’ilOIfl toiiti’o/led dan,ç’eI’ons SlIbsto/Ice.V iii .vtot’k iIeI’c retIIl/Ied or tl’cl/lsfc’rI’eli under thi.v reglllcition: cl//cl

(d) The State Depa rtnlent of Health a/Id MLII tai H gte/it’ CO/I tro//ed Dan geloliv SIIbS1CII1L C Reg 151111101/? for
t0/l( t’//titio/l.

.11 Relocation.
A. At teas t 30 do vs before ,‘eloctltioll, a perii ii ho/tier s/ia/I sil/inut an cipphictltlon to tile Board.
B. if relocation i.v dIIe to Cl cclta.vtl’opillc dent or State of Enlergencv, tile Id/OL’citioIl app/icCl/lt shall.

(1) Notift the Board 111th/Il 4h iloll,’v; and

(2) SI/boll! 0 cipp/ftatioll to the Board ll’itiiul 30 dart.

C. A relocat/011 app/lion!:

(I) If the tl,llpllcclflt holds proc/nets. slhl co/Il/I/V lISt/I RegIIlcltio// 07 of this cilclpter:

(2) Silo/i sn/I/lilt Ci .vlIletv 1)0/Id or (lthlt’/ (‘(/11110/c/it Ilicillis of sL’cllritv (lccepta/1/e to till’ Stote shicc’lfic to the
holder’s relocation, In accordance 111th Regulatio/I .03 if th,.v chapter,’ cl/Ill

(3) Sho// i/Il/watt’ on tile tipp/iccitio/l cilangc.v in proc/act or pcrso/I/Ic/ Iron, 1/u- origInal clpplieotio/l to the BotocI.
D A nell or chiffere/It dcvig/lditedi representative or 1/11,11cc/late superl’l vor of ci dc’sig/lat ccl rep/eve/i tonIc fonctionl/Ig

at tile /e/occlted fclclhtv Silali be /eqlll/eci to llat/eigo (1 cr0111/mI histoi”i’ l’dcOl’tl.V check as vet forth i/I Regulation .03 of
(Il is chapter.

EA.v part of the cippllccllion proce.vs. a rcloccltlan applicant located iii tills htate .01011 sn/i//lit to (111(1 O.V5 ti/I
opt’Io/Ig l/Ispectlo/l Io/itblnted hr the Board, lliIiI ii .VilcIl/ i/ic/ill/c:

(I) Docn/ilc/Itatlo/l of tilt’ pci/Ill t iloldel’ s /lotiflcatlo/l to sIlpplie’l.V of prescl’iptio/I cillIgi (111(1 c/dIces of the pc’lll;lt
iloider ‘.v /‘e/oct 1110/li (I/itl

(2) Dot n/ne/lttltio/l from the pt’/nlit holdt’/’ cIa/c/li i/lg i/Ic appropl’itltt’ tIansfel’, I’d 1111/1. 01’ l/lsposll/ (if ti/li’
p rcvllipt/on drl/gs ca c/clues /lot t/’ansferrct/ to the fecllitv ‘.V 1t’IOCdltiO/l.

F. A l’eloccition applied/it loccited i/I cinother vtate vilcl// p10111/c to tilt Boci/’d:
1) El/IlL-/Il c iif (1/1,1//cl lii! of the /1L’lilllt /1011/Cr’s re/ocatlo/I /10/Il tht’ 11CC i’L’ditIItI(I/l oria/11:a(io/l tiltit (itt ,‘edited tilt’

/1(11111 it /it,ider v o rig i,a/ /o a lii ‘n:oI’

(2)/f the ,c/ora tn//I app/it cl/it i.t not let/hoed to he I,’ccledjted hr cl/I at c l’c’ditlitul/? orgc/IIZOtIo/i In clccordance
111th Mclrvland 11111’, FIIVpectloll 1cportvfl’oiII tilt’ vtate i/I I1liu h the lL’lo iltioll dippllcalit iv ioctltt’d pertcluhl/Ig to tilt’
/ldI/lli t in c/dc,’ v 1’C’bOeOtlO/l

10.34.3 7 Pharmacy Permit Holder — Wholesale Distribution
Authcils’: Hrci/th OciIlpation.v Au/ti, , §,ii2-205 011(1 i2-406, Aiinotatc’cI Code of McIcl/nllil

.01 Scope.
Th/.v c llapter estab/ishes reqllirc’/llcnt.v for a phtlrnlc/t v liceuvecl /v tilt’ Marrla/Id Dod/I’d of Pha,’niacv thtit e/lgclge.V i/i

Il/lil/esabe ti istrlb/I tb!?.

.02 Pharmacies IsSue(l a Waiver Permit.
A. A phor/naci’ that is issued ci Ildol’e/’ pcI/lilt hr (lit Botosh Il/Ic/cl flea/tb Occupations Article, §12—403(c).

A/lnottltet/ Code I if Man/antI. /11(11’ (/lgage in wholesale c/itt 11 hutio/l, pro i ‘ic/ed 1/lot:

I) Tile 110/Icr ,/lilthIillOC\ 0/Ill C ngage.v Ill II/IOlC’stlii’ t/istli/’llt jO/i 111th 0110111cr phtlnllitlclq (hId

(2) ThIe uI,, ,lt’stibt’ tli,vtrlhlltioll blI VlIlL’s.t clOt’.l /101 L’ Vcu’cd/ perle/li iif the 111111Cr /lhitiI’/hiOL V ‘S (1/1/111th .vtiles.

B Rectl/’d Keeping ReqIII/’t’111cnt5.,4 IIV11’Cl’ lllllllsntic.v till/I tIl/IcIlIcts iv/,olesc:ie chi.vtl’ihi 1(101? lit .vc’t fol’th i/i §1 of this
regl/lat Ion Sildill:

(I) Mcll,ItlioI ret (l/’clv of 1/u wailer pilarllltlcv ‘s II /lo/c5ti/d dlstnlhllt,o/l septircite/r fro/n its otiier 1’C’t 1/lilt: end
(2) Mtl/c(’ ccc u1/5/,v of Ililil/estile c/istrihntion lilac/able for inspectio/l hr the Boa/sb.
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03 Requireni ellis for Wholesale Distribution.
A. General Requirements.

(1) A jo/I venice1thcII7iioc•v mu v c(nduct wholesale distrthution prm’ided that the u holesole distribution husines,v
does 1301 eseecI .5 percent of the/i,!! Sen’Ice pharniocv ‘S annual soles.

(2) A full scribe pliciruiccv may cinithict ii luilesok distribution:
(a) With another phciriiiacv; or
(h) With i ii/iolc Vale divtrihiitoi, if the full lena C’ phCIl7uc (\ le/)orv to the Board u it/I ‘1 a week, on a fin,i,

approved by the Board, of the full •verl’(cc’ plo cmv CV S itholc’sale cli Ctflbi 11(11 To a ii liak sale ilistithutai.
B. Recoidkeeping Reqiuienients. 4 full venice pun riuacv that co,iduct.v ic/colesole distribution as set forth in sA of

this reciiliition s/ui/b
(1) Mauatauu iecorvls of u/iolesa/e distribution separate/c firnu its other records;
(2) Majntaiu records of wholesale distribution to wholesale divtnbutors .veparotelc’from its records of u/colesale

distribution to pliarnuocies; and
(3) Make records of wholesale distribution avcu/ob/etor inspection by the Board.

JOSHUA M. SIIARFSTEIN, M.D.

Secretary of Health and Mental Flygiene
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