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Wholesale Distributor Permitting and Prescription Drug Integrity Act
Frequently Asked Questions
GENERAL INFORMATION
Q. Can I apply for a wholesale distributor permit electronically (on-line) as I have done in the past?
A.   No.  All renewing and new wholesale distributors will need to submit Hardcopy applications this year.

Q.
What is the fee to apply for a Maryland Wholesale Distributor Permit?
A.  
$1,000.00.  The new law changed the renewal period from annually to biennial.  Thus, the application is increased from $500.00 annually to $1,000.00 biennially.    

Q.
When does the current Maryland Wholesale Distributor Permit expire?
A.  
December 31, 2008.  Currently licensed distributors will not be able to operate in Maryland after December 31, 2008 without a new permit issued for the 2009/2010 period.  However, the Board may allow an applicant to continue operating under their 2008 permit, if a complete application for a new 2009/2010 permit has been submitted to the Board post marked no later than December 16, 2009 and the Board has not rendered a determination by December 31, 2008.

Q. 
Will the Board of Pharmacy send out a receipt after an application is received?  
A.
No, the canceled bank check will serve as the receipt for the application and payment.
WHO NEEDS A PERMIT
Q. Who is required to apply for a permit as a Maryland wholesale distributor?

A.  Any person, including any business entity that meets the definition for a Wholesale Distributor as defined in HO, 12-6C-O1(v), Annotated Code of Maryland, that does business in Maryland is required to apply for a permit to operate as a wholesale Distributor in Maryland, using an application provided by the Maryland Board of Pharmacy.

Q.
Does a manufacturer need to apply for a permit under these rules?
A.
Yes.  A manufacturers that distributes products in addition to its own products needs to apply for a Maryland distributor permit under HO, 12-6C-O3, Annotated Code of Maryland using an application form provided by the Maryland Board of Pharmacy.
Q. Is a FDA-approved manufacturer who distributes its own drugs and devices required to maintain a wholesale distributor license to distribute its product in the State of Maryland?  

A.  Yes.  Manufacturers that are engaged in wholesale distribution of their own prescription drugs approved by the U.S. Food and Drug Administration are not exempted and must hold a permit issued by the Board if they are distributing directly into Maryland.  However, manufacturers that meet this criterion will not be required to meet all of the criteria set forth for other types of distributors and will need only to demonstrate to the Board that they have met federal requirements by submitting to the Board:  

1)A completed condensed application form provided by the Maryland Board of Pharmacy; 

2) Documentation of FDA registration as an establishment approved to distribute the list of prescription drugs or a FDA Site Registration Form(s) 2656; 
3) The Name(s) Title(s) and Position(s) all of Owners, Partners and Officers; and 
4) An application fee in the amount of $1,000.00 (payable to the Maryland Board of Pharmacy).   
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Frequently Asked Questions (continued)

WHO NEEDS A PERMIT
Q.
Does an out-of-state manufacturer who distributes to an out-of-state third party logistics provider need to obtain a Maryland distributor permit?
A.  No.  An out of state manufacturer who distributes to an out of state third party logistics provider does not need to be licensed in Maryland.  
Q.  Are Oxygen suppliers to surgery centers, hospitals and physician's offices required to obtain a distributor permit? 
A.  Yes. 
Q. Will an entity that “directs or controls” the distribution of prescription medications in Maryland be required to hold a Maryland Distributor permit?
A. Yes.  An entity must be licensed as a wholesale distributor in Maryland if it "directs or controls" the distribution of prescription medications in Maryland, even if it does not take actual physical possession of the prescription medications.  (See Health Occupations Article, 12-6C-01(g) and (v), Annotated Code of Maryland, which lists entities required to be licensed in Maryland.) 
Q. 
My out of state wholesale distributor company has a Call Center located in Maryland to which we ship.  In the past the Call Center was licensed as a Maryland Distributor, but my out-of-state company was not.  Will both of our facilities be required to obtain individual distributor permits under the new law?  

A.
Submit an application for each facility.  If the out of state company arranges the sales or drop shipments to the Call Center which serves as its distributor, then both facilities will require a permit.  If the information contained in the Call Center’s application indicates that it is not a distributor, but a customer service center instead, then the Board would likely determine that the Call Center located in Maryland does not require a permit.  
Q. 
Are distributors and manufacturers of non-prescription medical devices and/or of over-the-counter drugs and cosmetics used by health care professionals for institutional purposes, required to obtain a distributor permit?  
A.
No.  A wholesale distributor is defined as a person that is engaged in the wholesale distribution of prescription drugs or prescription devices. See Health Occupations Article, 12-6C-01 and 12-6C-03, Annotated Code of Maryland.
SURETY BONDS

Q.   Why is a surety bond or an irrevocable letter of credit required from distributors?  

A.  The purpose of the surety bond is to secure payment of any fines or penalties imposed by the Board and any fees and costs incurred by the State relating to the permit that:

(i)   Are authorized under State law; and

(ii)   Are not paid by the permit holder within 30 days after the fines, penalties, fees, or costs become final. (HO §12-6C-05(f), Annotated Code of Maryland).  The State may make a claim against the surety bond or other security until 2 years after the permit holder's permit ceases to be valid. 

Q.
What amount does Maryland require a surety bond or irrevocable letter of credit to be?

A.
Wholesalers must provide evidence that they have obtained a bond or irrevocable letter of credit for at least $100,000.00.  The applicant may NOT submit a surety bond issued for another state. 

Q.  When should the bond requirement be made effective?

A.
The bond should be made effective January 1, 2009 through December 31, 2010 (or the period that the permit is effective).  

Q.
How should I obtain a surety bond?

A.
 For information about what is required to obtain a surety bond or other equivalent, please contact your insurance carrier or financial institution.  The Board’s Distributor application contains sample language for use with a surety bond or irrevocable letter of credit.
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Frequently Asked Questions (continued)

SURETY BONDS
Q.  Is a distributor required to acquire more than one surety bond if it has several facilities?  

A.
Only one surety bond is required for multiple facilities if they are located in Maryland.  However, individual surety bonds must also be acquired for each facility that is located outside of Maryland.

Q.   If a distributor has more than one facility in Maryland, which permit number should be placed on the surety bond?

A.
All of the permit numbers for all of facilities located in Maryland should be place on one surety bond.  Then, a copy of that surety bond must be attached to each distributor application.  
INSPECTIONS & ACCREDITATION PROGRAMS
Q.
What accreditation programs will be accepted by the Maryland Board of Pharmacy?
A.
NABP’s Verified Accredited Wholesale Distributor (VAWD) inspection process is currently the only approved accreditation program that the Board accepts.  The Board may recognize other accredited programs and inspection services; however, documentation must be submitted for full Board consideration and possible approval.

Q.
Will the Board accept my resident state Board of Pharmacy’s inspection process in lieu of VAWD or an additional accreditation program?

A.
The Board is currently reviewing the registration and inspection procedures of other states and will post a list of accepted state inspections on its website.  If a distributor has been inspected within the past two years by a state that is posted on the list or accredited by VAWD within the last three years, an inspection is not required as part of the application process.  If the applicant feels that a recent inspection performed on the facility may meet Maryland’s inspection standards (even if the entity that performed the inspection is not on the Board of Pharmacy website posted list), please submit a copy of the approved inspection with the application for Board consideration.
PEDIGREES, DESIGNATED REPRESENTATIVES, ETC.
Q.  Can an individual be a Designated Representative for more than one facility?

A. 
Yes.  If two of more wholesale distributors are located in the same facility, and are members of an affiliated group, as defined in §1504 of the Internal Revenue Code – COMAR 10.34.22.03D(3), they may name the same individual as their Designated Representative.

Q.  My company has one supervisor of three designated representatives that work at three separate facilities.  Can the supervisor submit one card with the set of fingerprints?     

A.
Yes.  For each application submitted, indicate that the designated representatives are under the same supervisor and after the supervisor receives the results of the criminal background report, a copy must be submitted to the Board along with a cover letter that indicates the names of the each designated representative supervised and the permit number for each facility where each designated representative works.  
Q.
Are applicants required to provide a copy of their lease agreements?

A.
No.  An explanation of the basic terms of the lease, including the lessor name, start dates and expiration dates should be provided.  
Q. 
Can a designated representative or supervisor of a designated representative submit a resume that includes all of the required information?  
A.
Yes.
Q. Who is responsible for initiating a pedigree?

A. The wholesaler who first distributes a drug outside of the “Normal Chain of Distribution” is responsible for initiating the pedigree.  Wholesalers also need to follow FDA rules concerning pedigrees.  (See http://www.fda.gov/cder/regulatory/PDMA/pdma_addendum.pdf)
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