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Proposed Regulations
Proposed Regulations

TITLE. 18. PROFESSIONAL AND OCCUPATIONAL LICENSING

BOARD OF PHARMACY

Titles of Regulations:  18 VAC 110-20. Regulations Governing the Practice of Pharmacy (amending 18 VAC 110-20-20; repealing 18 VAC 110-20-630, 18 VAC 110-20-640, 18 VAC 110-20-660 and 18 VAC 110-20-670).

18 VAC 110-50. Regulations Governing Wholesale Distributors, Manufacturers and Warehousers (adding 18 VAC 110-50-10 through 18 VAC 110-50-150).

Statutory Authority:  § 54.1-2400 and 54.1-3307 of the Code of Virginia.
Public Hearing Date:  December 1, 2005 - 9 a.m.
Public comments may be submitted until December 2, 2005.

(See Calendar of Events section

for additional information)

Agency Contact:  Elizabeth Scott Russell, RPh, Executive Director, Board of Pharmacy, 6603 West Broad Street, 5th Floor, Richmond, VA 23230-1712, telephone (804) 662-9911, FAX (804) 662-9313, or e-mail elizabeth.russell@dhp.virginia.gov.

Basis:  Chapter 24 (§ 54.1-2400 et seq.) of Title 54.1 of the Code of Virginia establishes the general powers and duties of health regulatory boards including the responsibility to promulgate regulations in accordance with the Administrative Process Act (§ 2.2-4000 et seq.)  The specific statutory authority for the Board of Pharmacy to regulate the practice of pharmacy including the manufacturing and wholesale distribution of controlled substances is found in § 54.1-3307 of the Code of Virginia.

Purpose:  Counterfeiting of prescription drugs is a growing risk to the public health and safety and a potentially lucrative source of criminal activity.  Over the past several years the incidences of counterfeit prescription drug products detected in the U.S. legitimate drug supply system has been increasing.  In the 1990s, the average number of counterfeit drugs found in the supply system was approximately five per year.  According to FDA, this number has jumped to over 20 a year since 2001.
Of the drugs that have been found to be counterfeited, many are expensive injectable drugs used to treat our sickest population, patients undergoing cancer chemotherapy, AIDS patients, and patients with kidney disease undergoing renal dialysis.  Undertreatment or nontreatment in these patients due to receiving counterfeit drug products would lead to exacerbation of the disease state or other symptoms, and possibly death.  In at least one case, a counterfeit product purporting to be Procrit was not only found to contain little to no active drug, but was also contaminated with acinetobacter and pseudomonas bacteria, which could easily lead to a deadly infection in a normal patient, and is much more dangerous to a patient who already has a compromised immune system.
Counterfeiting has become very sophisticated in that often the counterfeit products look almost identical to the real product.  Much of the counterfeiting takes place in garage labs where there is no consideration of maintaining even sanitary conditions much less sterile conditions. The counterfeiting business is very lucrative.  There is little overhead, and with the high cost of some prescription drugs, very profitable.  In one Florida case, one company selling counterfeit drugs to a Tennessee wholesaler received $17 million in wire transfers.  It has become more lucrative than dealing in illegal street drugs and less risky in terms of penalties if caught.
Florida hosted the majority of these criminal enterprises up until about two years ago when it increased its oversight of the wholesale distributor business and began serious enforcement efforts.  Now these businesses are looking for other states with less strict laws and regulations. It is important for Virginia to act now to strengthen and clarify its rules as a deterrent to counterfeiters.
The Board of Pharmacy is proposing amendments to increase its oversight of the wholesale distribution market in order to prevent opportunities for counterfeiting of drugs and ensure the integrity, safety and efficacy of drugs or devices distributed in the Commonwealth.  While current regulations require persons engaged in the wholesale distribution of drugs to hold a permit issued by the board and to adhere to certain rules for safeguarding drugs from diversion, additional requirements are needed to adequately protect the public from the distribution of counterfeited, adulterated, misbranded, or otherwise unfit drugs.
Substance:  The board has adopted requirements for the licensure and regulations of wholesale distributors and manufacturers as a new chapter, 18 VAC 110-50, Regulations Governing the Licensure of Wholesale Distributors, Manufacturers and Warehousers.  In doing so, current rules for permits, fees, and security for wholesale distributors and manufacturers would be eliminated in Chapter 20 and moved to the new chapter.  Rules for manufacturers are identical to those currently found in 18 VAC 110-20, but the rules for wholesale distributors include additional application and practice requirements.

The proposed action for wholesale distributors encompasses some of the Model Rules of the National Association of Boards of Pharmacy, includes some definitions for terms not currently defined in the Drug Control Act, specific criteria for an application for licensure to include detailed information about the distribution operation, provisions for inspections and requirements for personnel, security, anticounterfeiting measures, recordkeeping, and quality control.

Issues:  The primary advantage to the public is additional protection from the consequences of misbranded, adulterated, or counterfeited prescription drugs.  In an increasingly complex environment for the marketing and distribution of prescription drugs and devices, the Board of Pharmacy has an obligation to be proactive in ensuring the safety, integrity and quality of controlled substances that are distributed in the Commonwealth.  In instances where due diligence has not been observed in other states, drugs that were adulterated or counterfeited have entered the consumer market and resulted in harm to the public. Harm may come from an adulterated or counterfeited drug or device to which a patient has an adverse reaction or that does not have the strength or quality to achieve the intended result from pharmacotherapy.

It is the board’s responsibility to set out rules that minimize opportunities for counterfeiting of the drug supply, ensure that records are being adequately maintained, and ensure that there is sufficient oversight to deter adulteration or counterfeiting.  With the adoption of new regulations for wholesale distributors, the board intends to add rules that offer clear standards of practice that provide for both deterrence and enforcement.

There are no disadvantages to the public or the agency.  There will be some increased effort and cost associated with expanded application and oversight requirements, but the board intends to issue limited-use permits to the majority of its currently licensed wholesale distributors who only engage in the distribution of medical gases.  The availability of a limited-use permit will allow the board to focus on a small number of entities that are actually distributing the full range of prescription drugs in Virginia.

Department of Planning and Budget's Economic Impact Analysis:  The Department of Planning and Budget (DPB) has analyzed the economic impact of this proposed regulation in accordance with § 2.2-4007 H of the Administrative Process Act and Executive Order Number 21 (02).  Section 2.2-4007 H requires that such economic impact analyses include, but need not be limited to, the projected number of businesses or other entities to whom the regulation would apply, the identity of any localities and types of businesses or other entities particularly affected, the projected number of persons and employment positions to be affected, the projected costs to affected businesses or entities to implement or comply with the regulation, and the impact on the use and value of private property.  The analysis presented below represents DPB’s best estimate of these economic impacts.

Summary of the proposed regulation.  Currently, regulations for wholesale distributors, manufacturers and warehousers of pharmaceuticals are within 18 VAC 110-20, Regulations Governing the Practice of Pharmacy.  The Board of Pharmacy (board) proposes to create a new chapter, 18 VAC 110-50, for the regulation of wholesale distributors, manufacturers and warehousers.  In doing so, the board proposes to delete language on wholesale distributors, manufacturers and warehousers of pharmaceuticals from Chapter 18 VAC 110-20.  Additionally, the board proposes numerous amendments, including to: no longer permit wholesale distributors, manufacturers or warehousers to operate from a private dwelling, create a limited-use wholesale distributor license for entities who only distribute medical gases or over-the-counter drugs, require new detailed information from nonresident wholesale distributors, require criminal background checks for wholesale distributors’ responsible party, and establish due diligence requirements for wholesale distributors purchasing prescription drugs from another wholesale distributor not residing in and licensed in Virginia.

Estimated economic impact.  The board proposes several amendments designed "to increase its oversight of the wholesale distribution market in order to prevent opportunities for counterfeiting of drugs and ensure the integrity, safety and efficacy of drugs or devices distributed in the Commonwealth."  According to the Department of Health Professions (department):

Over the past several years the incidences of counterfeit prescription drug products detected in the U.S. legitimate drug supply system has been increasing. In the 1990s, the average number of counterfeit drugs found in the supply system was approximately five per year. According to FDA, this number has jumped to over 20 a year since 2001.

Of the drugs which have (been) found to be counterfeited, many are expensive injectable drugs used to treat our sickest population, patients undergoing cancer chemotherapy, AIDS patients, and patients with kidney disease undergoing renal dialysis. Undertreatment or nontreatment in these patients due to receiving counterfeit drug products would lead to exacerbation of the disease state or other symptoms, and possibly death. In at least one case, a counterfeit product purporting to be Procrit, was not only found to contain little to no active drug, but was also contaminated with acinetobacter and pseudomonas bacteria, which could easily lead to a deadly infection in a normal patient, and is much more dangerous to a patient who already has a compromised immune system.

Counterfeiting has become very sophisticated in that often the counterfeit products look almost identical to the real product. Much of the counterfeiting takes place in garage labs where there is no consideration of maintaining even sanitary conditions much less sterile conditions. The counterfeiting business is very lucrative. There is little overhead, and with the high cost of some prescription drugs, very profitable. In one Florida case, one company selling counterfeit drugs to a Tennessee wholesaler received $17 million in wire transfers. It has become more than dealing in illegal street drugs and less risky in terms of penalties if caught.

Since the costs of counterfeit drugs to patients’ health can be quite serious, and the risk of counterfeit drugs being distributed in Virginia seems more than negligible, proposed regulations that could effectively deter the distribution of counterfeit drugs in Virginia would be significantly beneficial.

Under the current regulations, wholesale distributors, manufacturers and warehousers are allowed to operate from a private dwelling if there is a separate business entrance and it is open for inspection at all times during normal business hours.  The board is now proposing to prohibit the basing of these of types businesses out of homes due to news of illegal activities in other states.  For example, in Florida there have been several instances of counterfeit prescription drug businesses that operated from a garage and did not maintain a legitimate business address.1  According to the department, now that Florida increased its oversight of the wholesale distributor business and began serious enforcement efforts, these businesses are looking for other states with less strict laws and regulations. Under the proposed regulations if a licensee’s business is limited to medical gases or over-the-counter drugs, an applicant could apply for a limited-use license that would allow operation from a residence.
It is conceivable that a legitimate wholesale distributor, for example, may wish to operate out of a large private dwelling.  The cost of switching operations to a different location to avoid violating the proposed prohibition from home operation would be substantial.  However, the department is not aware of any wholesale distributors, manufacturers or warehousers having ever operated out of a dwelling in Virginia. To the extent that this proposed prohibition is enforced, it will raise costs for those businesses that would have otherwise operated out of a dwelling (except for businesses limited to medical gases or over-the-counter drugs).  Based upon available information, only counterfeiters2 have operated out of private dwellings.  Thus, this proposal would likely raise costs primarily for counterfeiters, potentially discouraging their operation in Virginia.  Thus, this proposal has the potential to provide a net benefit for the Commonwealth.

The proposal also produces a potential cost for Virginia. If at some point in the future a legitimate nonexempted business found that it would be cost effective to operate out of a residence, this would be prohibited under the proposed language.  If the board believed it could effectively keep out counterfeiters without simultaneously limiting legitimate businesses, that would be preferred.  Nevertheless, to the extent that it does discourage the manufacture and distribution of counterfeit drugs in Virginia, the proposed prohibition of the operation of wholesale distributors, manufacturers and warehousers from a private dwelling, other than businesses limited to medical gases or over-the-counter drugs, will likely provide a net benefit for the Commonwealth.
As mentioned above, the board proposes to create a limited-use wholesale distributor license for entities who only distribute medical gases or over-the-counter drugs.  In addition to being permitted to operate out of a residence if desired, businesses with such a limited-use wholesale distributor license will save some staff time due to not being required to report the full set of information required for full wholesale distributor licensees.  Specifically, the proposed regulations state that "The board … may waive certain requirements of regulation based on the limited nature of such distribution."  The department has indicated that the certain requirements that may be waived refer to reporting information that is not considered necessary for these limited-use wholesalers to report to maintain safety for the public.  Thus, the proposed limited-use wholesale distributor license will provide a net benefit.
The board also proposed to require new detailed information from nonresident wholesale distributors, including the address, square footage, security and alarm system description, temperature and humidity control, and other relevant information of the facility or warehouse space used for prescription drug storage and distribution.  The nonresident wholesale distributors should be able to easily collect and report this information in less than a day.  The board believes the information will allow the department to be better able to monitor for product integrity and protect the public from counterfeiting.  To the extent that the information does improve monitoring and reduces the probability of counterfeiting, the proposed requirements will likely provide a net benefit.
Additionally, the board proposes to require that applications for a new wholesale distributor license or for registration as a nonresident wholesale distributor, or for any change of ownership, include a criminal history record check for the wholesale distributor’s responsible party.  According to the department, the criminal background check costs $15.  This is pertinent information for the board to monitor the industry in Virginia.  Given the small cost to businesses, it will likely provide a net benefit for the Commonwealth.
The board proposes due diligence requirements for wholesale distributors purchasing prescription drugs from another wholesale distributor not residing in and licensed in Virginia.  Specifically, prior to the initial purchase of prescription drugs from another wholesale distributor not residing and licensed in Virginia, a wholesale distributor shall obtain, and update annually, the following information from the selling wholesale distributor:

1. A copy of the license to wholesale distribute from the resident state;

2. The most recent facility inspection report, if available;

3. A list of other names under which the wholesale distributor is doing business, or was formerly known as;

4. A list of principals, directors, officers, or any shareholder who owns 10% or more of outstanding stock in any nonpublicly held corporation;

5. A list of all disciplinary actions by state and federal agencies;

6. A description, including the address, dimensions, and other relevant information, of each facility or warehouse used for drug storage and distribution;

7. A listing of any manufacturers for whom the wholesale distributor is an authorized distributor of record.

Prior to the first purchase of drugs from another wholesale distributor not residing in and licensed in Virginia, the purchasing wholesale distributor shall secure a national criminal background check of all of the wholesale distributor’s owners, corporate officers, and the person named as the responsible party with the resident board or licensing agency.
The Healthcare Distribution Management Association has stated that legitimate businesses already do this type of due diligence as a matter of practice.3  For businesses that already ask for all of this information and secure the criminal background checks, there will be no new cost.  Businesses that do not already ask for all of this information or do not conduct the criminal background checks will incur new costs.  As stated earlier, the criminal background checks cost $15 per person.  The purchasing business will need to spend a small amount of time requesting the information.  If the out-of-state wholesale distributor has sold to legitimate businesses in the past, it should have most or all of the requested information readily available.4  Thus, based on the Healthcare Distribution Management Association’s statement, the proposed due diligence requirements will not produce significant new costs for legitimate businesses.  The due diligence requirements essentially require that wholesale distributors who purchase prescription drugs from another wholesale distributor not residing in and licensed in Virginia, be knowledgeable about the backgrounds of the sellers.  Given this responsibility, the purchaser may be more careful concerning the source of the products that they will sell in Virginia.  This can potentially decrease the likelihood that counterfeit drugs will be sold in the Commonwealth.  To the extent that the proposed due diligence requirements do decrease the likelihood that counterfeit prescription drugs are sold in Virginia, the benefits of the proposal will likely exceed the costs.

Businesses and entities affected.  The proposed regulations affect the 125 wholesale distributors, 558 nonresident wholesale distributors, 92 manufacturers, and 29 warehousers licensed in Virginia.5
Localities particularly affected.  The proposed regulations affect localities throughout the Commonwealth.

Projected impact on employment.  The proposed amendments will not likely significantly affect employment levels.

Effects on the use and value of private property.  The proposed amendments will not likely have a large impact on the use and value of private property for most wholesale distributors, manufacturers, and warehousers.  Wholesale distributors who only distribute medical gases or over-the-counter drugs save some staff time due to not being required to report the full set of information required for full wholesale distributor licensees.  The proposal to require that applications for a new wholesale distributor license or for registration as a nonresident wholesale distributor, or for any change of ownership include a criminal history record check for the wholesale distributor’s responsible party will cost these businesses $15.

Wholesale distributors who purchase prescription drugs from another wholesale distributor not residing in and licensed in Virginia, and who currently do not conduct criminal background checks of the owners, corporate officers, and the person named as the responsible party, will need to conduct these checks, costing $15 per owner, corporate officer, and responsible party (if not an owner or corporate officer).  Out-of-state wholesale distributors who do not currently provide the full set of proposed required due diligence information when selling to Virginia wholesalers will need to spend additional staff time assembling the required information.

Small businesses: Costs and other effects.  The department has stated that it is not aware of any wholesale distributors, manufacturers or warehousers having ever operated out of a dwelling in Virginia.  If in the future such a business wished to operate out of a residence, the prohibition on this activity would clearly be costly.  The firm would need to obtain access to additional property.

The proposed creation of a limited-use wholesale distributor license for entities who only distribute medical gases or over-the-counter drugs will save these businesses some staff time due to not being required to report the full set of information required for full wholesale distributor licensees.

The proposal to require that applications for a new wholesale distributor license or for registration as a nonresident wholesale distributor, or for any change of ownership include a criminal history record check for the wholesale distributor’s responsible party will cost these businesses $15.

Wholesale distributors who purchase prescription drugs from another wholesale distributor not residing in and licensed in Virginia, and who currently do not conduct criminal background checks of the owners, corporate officers, and the person named as the responsible party, will need to conduct these checks, costing $15 per owner, corporate officer, and responsible party (if not an owner or corporate officer).  Out-of-state wholesale distributors who do not currently provide the full set of proposed required due diligence information when selling to Virginia wholesalers will need to spend additional staff time assembling the required information.

Small businesses: Alternative method that minimizes adverse impact.  All of the proposed new requirements are designed to decrease the likelihood of the manufacture, distribution and sale of counterfeit drugs in Virginia.  It is possible that not all of the proposed requirements are required to effectively prevent this illegal activity.  If in the future, for example, it is believed that an applicant who can demonstrate possession of all of the equipment and designations required for legitimate business to be conducted wishes to operate from property that includes living quarters, perhaps the board would allow such business to take place.  At this time, though, it is not known whether fewer restrictions would effectively minimize counterfeiting activity in the Commonwealth.

Agency's Response to the Department of Planning and Budget's Economic Impact Analysis:  The Board of Pharmacy concurs with the analysis of the Department of Planning and Budget (DPB) for amendments to 18 VAC 110-20 and promulgation of 18 VAC 110-50, related to regulation of wholesale distributors, warehousers, and manufacturers.

Summary:

Since regulations governing the practice of pharmacy have become so extensive and complex, the board has proposed the adoption of a new chapter (Chapter 50) for the regulation of wholesale distributors and manufacturers and the amendment of applicable sections of Chapter 20 to delete requirements for those entities in the regulations governing the practice of pharmacy.

For manufacturers, warehousers and wholesale distributors, the new chapter will include applicable definitions, fees, and policies for renewal and reinstatement.  Requirements are set out for issuance of a license, including inspection of the facility and compliance with applicable laws relating to the business of distributing controlled substances.  Safeguards against drug diversion or possession by unauthorized persons are established, along with requirements for storage that protect the safety and efficacy of the drugs.

For wholesale distributors, the new regulations set out the information verifying the legitimacy of the business and its owners that must be provided in order to obtain a license to distribute drugs in Virginia.  There are also requirements for the minimum qualifications and responsibilities for the person named as the responsible party and minimum requirements for storage, handling and transporting of drugs.  To protect the integrity and safety of drugs in the wholesale distribution system, the regulations establish requirements for examination of drug shipments and documents, the handling of damaged or adulterated drugs, policies and procedures for the operation of the business, recordkeeping, and due diligence in regard to the purchase of drugs from another wholesale distributor not licensed in Virginia.

For manufacturers, the federal rule entitled The Good Manufacturing Practice for Finished Pharmaceuticals (21 CFR Part 211) is adopted by reference.

18 VAC 110-20-20. Fees.

A. Unless otherwise provided, fees listed in this section shall not be refundable.

B. Unless otherwise provided, any fees for taking required examinations shall be paid directly to the examination service as specified by the board.

C. Initial application fees.

	1. Pharmacist license
	$180

	2. Pharmacy intern registration
	$15

	3. Pharmacy technician registration
	$25

	4. Pharmacy permit
	$270

	5. Permitted physician licensed to dispense drugs
	$270

	6. Nonrestricted manufacturer permit
	$270

	7. Restricted manufacturer permit
	$180

	8. Wholesale distributor license
	$270

	9. Warehouser permit
	$270

	10. 6. Medical equipment supplier permit
	$180

	11. 7. Humane society permit
	$20

	12. 8. Nonresident pharmacy
	$270

	13. Nonresident wholesale distributor
	$270

	14. 9. Controlled substances registrations
	$90

	15. 10. Robotic pharmacy system approval
	$150

	16. 11. Innovative program approval
	$250


If the board determines that a technical consultant is required in order to make a decision on approval, any consultant fee, not to exceed the actual cost, shall also be paid by the applicant in addition to the application fee.

	17. 12. Approval of a pharmacy technician training program
	$150

	18. 13. Approval of a continuing education program
	$100


D. Annual renewal fees.

	1. Pharmacistactive license
	$90

	2. Pharmacist inactive license
	$45

	3. Pharmacy technician registration
	$25

	4. Pharmacy permit
	$270

	5. Physician permit to practice pharmacy
	$270

	6. Nonrestricted manufacturer permit
	$270

	7. Restricted manufacturer permit
	$180

	8. Wholesale distributor license
	$270

	9. Warehouser permit
	$270

	10. 6. Medical equipment supplier permit
	$180

	11. 7. Humane society permit
	$20

	12. 8. Nonresident pharmacy
	$270

	13. Nonresident wholesale distributor
	$270

	14. 9. Controlled substances registrations
	$90

	15. 10. Innovative program continued approval based on board order not to exceed $200 per approval period.
	


E. Late fees.  The following late fees shall be paid in addition to the current renewal fee to renew an expired license within one year of the expiration date.  In addition, engaging in activities requiring a license, permit, or registration after the expiration date of such license, permit, or registration shall be grounds for disciplinary action by the board.

	1. Pharmacist license
	$30

	2. Pharmacist inactive license
	$15

	3. Pharmacy technician registration
	$10

	4. Pharmacy permit
	$90

	5. Physician permit to practice pharmacy
	$90

	6. Nonrestricted manufacturer permit
	$90

	7. Restricted manufacturer permit
	$60

	8. Wholesale distributor license
	$90

	9. Warehouser permit
	$90

	10. 6. Medical equipment supplier permit
	$60

	11. 7. Humane society permit
	$5

	12. 8. Nonresident pharmacy
	$90

	13. Nonresident wholesale distributor
	$90

	14. 9. Controlled substances registrations
	$30


F. Reinstatement fees.  Any person or entity attempting to renew a license, permit, or registration more than one year after the expiration date shall submit an application for reinstatement with any required fees.  Reinstatement is at the discretion of the board and, except for reinstatement following license revocation or suspension, may be granted by the executive director of the board upon completion of an application and payment of any required fees.

	1. Pharmacist license
	$210

	2. Pharmacist license after revocation or suspension
	$500

	3. Pharmacy technician registration
	$35

	4. Pharmacy technician registration after revocation or suspension
	$125


5. Facilities or entities that cease operation and wish to resume shall not be eligible for reinstatement but shall apply for a new permit or registration.  Facilities or entities that failed to renew and continued to operate for more than one renewal cycle shall pay the current and all back renewal fees for the years in which they were operating plus the following reinstatement fees:

	a. Pharmacy permit
	$240

	b. Physician permit to practice pharmacy
	$240

	c. Nonrestricted manufacturer permit
	$240

	d. Restricted manufacturer permit
	$210

	e. Wholesale distributor license
	$240

	f. Warehouser permit
	$240

	g. c. Medical equipment supplier permit
	$210

	h. d. Humane society permit
	$30

	i. e. Nonresident pharmacy
	$115

	j. Nonresident wholesale distributor
	$115

	k. f. Controlled substances registration
	$180


G. Application for change or inspection fees for facilities or other entities.

	1. Change of pharmacist-in-charge
	$50

	2. Change of ownership for any facility
	$50

	3. Inspection for remodeling or change of location for any facility
	$150

	4. Reinspection of any facility
	$150

	5. Board-required inspection for a robotic pharmacy system
	$150

	6. Board-required inspection of an innovative program location
	$150

	7. Change of pharmacist responsible for an approved innovative program
	$25


H. Miscellaneous fees.

	1. Duplicate wall certificate
	$25

	2. Returned check
	$25


PART XVI.

MANUFACTURERS, WHOLESALE DISTRIBUTORS, WAREHOUSERS, AND MEDICAL EQUIPMENT SUPPLIERS.
18 VAC 110-20-630. Licenses and permits generally. (Repealed.)
A license or permit shall not be issued to any manufacturer, wholesale distributor, warehouser, or medical equipment supplier to operate from a private dwelling, unless a separate business entrance is provided, and the place of business is open for inspection at all times during normal business hours. The applicant shall comply with all other federal, state and local laws and ordinances before any license or permit is issued.

18 VAC 110-20-640. Safeguards against diversion of drugs. (Repealed.)
The following requirements shall apply to manufacturers, wholesale distributors, or warehousers of prescription drugs:

1. The holder of the permit shall restrict all areas in which prescription drugs are manufactured, stored, or kept for sale, to only designated and necessary persons.

2. The holder of the permit shall provide reasonable security measures for all drugs in the restricted area.

3. The holder of the permit, except for those manufacturers or distributors of only medical gases other than nitrous oxide, shall install a device for the detection of breaking subject to the following conditions:

a. The device shall be a sound, microwave, photoelectric, ultrasonic, or any other generally accepted and suitable device.

b. The installation shall be hard wired and both the installation and device shall be based on accepted burglar alarm industry standards.

c. The device shall be maintained in operating order and shall have an auxiliary source of power.

d. The device shall fully protect all areas where prescription drugs are stored and shall be capable of detecting breaking by any means when activated.

e. Access to the alarm system shall be restricted to only designated and necessary persons, and the system shall be activated whenever the drug storage areas are closed for business.

4. The holder of the permit shall not deliver any drug to a licensed business at which there is no one in attendance at the time of the delivery nor to any person who may not legally possess such drugs.

18 VAC 110-20-660. Good manufacturing practices. (Repealed.)
A. The Good Manufacturing Practice for Finished Pharmaceuticals regulations set forth in 21 CFR 211 are adopted by reference.

B. Each manufacturer of drugs shall comply with the requirements set forth in the federal regulations referred to in subsection A of this section.

18 VAC 110-20-670. Prescription drug marketing act. (Repealed.)
A. The requirements for wholesale distribution of prescription drugs set forth in the federal Prescription Drug Marketing Act of 1987 (21 USC § 321; 21 CFR 205) are adopted by reference.

B. Each wholesale distributor of prescription drugs shall comply with minimum requirements for qualifications, personnel, storage, handling, and records as set forth in the federal regulations referred to in subsection A of this section.

NOTICE:  The forms used in administering 18 VAC 110-20, Regulations Governing the Practice of Pharmacy, are not being published due to the large number; however, the name of each form is listed below.  The forms are available for public inspection at the Department of Health Professions, 6603 West Broad Street, 5th Floor, Richmond, Virginia, or at the office of the Registrar of Regulations, General Assembly Building, 2nd Floor, Richmond, Virginia.
FORMS

Application for Registration as a Pharmacy Intern (rev. 6/04).

Affidavit of Practical Experience, Pharmacy Intern (rev. 12/02).

Application for Licensure as a Pharmacist by Examination (rev. 10/02).

Application to Reactivate Pharmacist License (rev. 10/02).

Application for Approval of a Continuing Education Program (rev. 11/02).

Application for Approval of ACPE Pharmacy School Course(s) for Continuing Education Credit (rev. 11/02).

Application for License to Dispense Drugs (permitted physician) (rev. 10/02).

Application for a Pharmacy Permit (rev. 11/02).

Application for a Nonresident Pharmacy Registration (rev. 10/02).

Application for a Permit as a Medical Equipment Supplier (rev. 10/02).

Application for a Permit as a Restricted Manufacturer (rev. 10/02).

Application for a Permit as a Nonrestricted Manufacturer (rev. 10/02).

Application for a Permit as a Warehouser (rev. 10/02).

Application for a License as a Wholesale Distributor (rev. 10/02).

Application for a Nonresident Wholesale Distributor Registration (rev. 10/02).

Application for a Controlled Substances Registration Certificate (rev. 10/02).

Renewal Notice and Application, 0201 Pharmacy (rev. 12/02).

Renewal Notice and Application, 0202 Pharmacist (rev. 12/02).

Renewal Notice and Application, 0205 Permitted Physician (rev. 12/02).

Renewal Notice and Application, 0206 Medical Equipment Supplier (rev. 12/02).

Renewal Notice and Application, 0207 Restricted Manufacturer (rev. 12/02).

Renewal Notice and Application, 0208 Non‑Restricted Manufacturer (rev. 12/02).

Renewal Notice and Application, 0209 Humane Society (rev. 12/02).

Renewal Notice and Application, 0214 Non‑Resident Pharmacy (rev. 12/02).

Renewal Notice and Application, 0215 Wholesale Distributor (rev. 12/02).

Renewal Notice and Application, 0216 Warehouser (rev. 12/02).

Renewal Notice and Application, 0219 Non‑Resident Wholesale Distributor (rev. 12/02).

Renewal Notice and Application, 0220 Business CSR (rev. 12/02).

Renewal Notice and Application, 0228 Practitioner CSR (rev. 12/02).

Application to Reinstate a Pharmacist License (rev. 11/02).

Application for a Permit as a Humane Society (rev. 10/02).

Application for Registration as a Pharmacy Intern for Graduates of a Foreign College of Pharmacy (rev. 6/04).

Closing of a Pharmacy (rev. 3/03).

Application for Approval of a Robotic Pharmacy System (rev. 11/02).

Notice of Inspection Fee Due for Approval of Robotic Pharmacy System (rev. 11/02).

Application for Approval of an Innovative (Pilot) Program (rev. 11/02).

Application for Registration as a Pharmacy Technician (12/02).

Application for Approval of a Pharmacy Technician Training Program (12/02).

Application for Registration for Volunteer Practice (eff. 12/02).

Sponsor Certification for Volunteer Registration (eff. 1/03).
CHAPTER 50.

WHOLESALE DISTRIBUTORS, MANUFACTURERS, AND WAREHOUSERS.

PART I.

GENERAL PROVISIONS.

18 VAC 110-50-10. Definitions.

In addition to words and terms defined in §§ 54.1-3300 and 54.1-3401 of the Code of Virginia, the following words and terms when used in this chapter shall have the following meanings unless the context clearly indicates otherwise:

"DEA" means the United States Drug Enforcement Administration.
"Expiration date" means that date placed on a drug package by the manufacturer or repacker beyond which the product may not be dispensed or used.

"FDA" means the United States Food and Drug Administration.
"USP-NF" means the United States Pharmacopeia-National Formulary.
"Control number" means the unique identifying customer number assigned by the Virginia Department of Motor Vehicles to an individual when issuing a driver's license, learner's permit, or official identification card.  This number is displayed on the driver's license or ID card in lieu of the social security number.

18 VAC 110-50-20. Fees.

A. Unless otherwise provided, fees listed in this section shall not be refundable.

B. Initial application fees.
	1. Nonrestricted manufacturer permit
	$270

	2. Restricted manufacturer permit
	$180

	3. Wholesale distributor license
	$270

	4. Warehouser permit
	$270

	5. Nonresident wholesale distributor
	$270

	6. Controlled substances registration
	$90


C. Annual renewal fees.
	1. Nonrestricted manufacturer permit
	$270

	2. Restricted manufacturer permit
	180

	3. Wholesale distributor license
	$270

	4. Warehouser permit
	$270

	5. Nonresident wholesale distributor
	$270

	6. Controlled substances registration
	$90


D. Late fees. The following late fees shall be paid in addition to the current renewal fee to renew an expired license within one year of the expiration date.  In addition, engaging in activities requiring a license, permit, or registration after the expiration date of such license, permit, or registration shall be grounds for disciplinary action by the board.

	1. Nonrestricted manufacturer permit
	$90

	2. Restricted manufacturer permit
	$60

	3. Wholesale distributor license
	$90

	4. Warehouser permit
	$90

	5. Nonresident wholesale distributor
	$90

	6. Controlled substances registration
	$30


E. Reinstatement fees.

1. Any entity attempting to renew a license, permit, or registration more than one year after the expiration date shall submit an application for reinstatement with any required fees.  Reinstatement is at the discretion of the board and, except for reinstatement following license revocation or suspension, may be granted by the executive director of the board upon completion of an application and payment of any required fees.

2. Engaging in activities requiring a license, permit, or registration after the expiration date of such license, permit, or registration shall be grounds for disciplinary action by the board.  Facilities or entities that cease operation and wish to resume shall not be eligible for reinstatement, but shall apply for a new permit or registration.

3. Facilities or entities that failed to renew and continued to operate for more than one renewal cycle shall pay the current and all back renewal fees for the years in which they were operating plus the following reinstatement fees:

	a. Nonrestricted manufacturer permit
	$240

	b. Restricted manufacturer permit
	$210

	c. Wholesale distributor license
	$240

	d. Warehouser permit
	$240

	e. Nonresident wholesale distributor
	$240

	f. Controlled substances registration
	$180


F. Application for change or inspection fees.
	1. Reinspection fee
	$150

	2. Inspection fee for change of location, structural changes, or security system changes
	$150

	3. Change of ownership fee
	$50

	4. Change of responsible party
	$50


G. The fee for a returned check shall be $25.
18 VAC 110-50-30. Application; location of business; inspection required.

A. Any person or entity desiring to obtain a license as a wholesale distributor, registration as a nonresident wholesale distributor, or permit as a manufacturer or warehouser shall file an application with the board on a form approved by the board.  An application shall be filed for a new license, registration, or permit, or for acquisition of an existing wholesale distributor, manufacturer, or warehouser.

B. A licensee or permit holder proposing to change the location of an existing license or permit, or make structural or security system changes to an existing location, shall file an application for approval of the changes following an inspection conducted by an authorized agent of the board.

C. The proposed location, structural changes, or security system changes shall be inspected by an authorized agent of the board prior to issuance of a license. 

1. Applications that indicate a requested inspection date, or requests that are received after the application is filed, shall be honored provided a 14-day notice is allowed prior to the requested inspection date.

2. Requested inspection dates that do not allow a 14-day notice to the board may be adjusted by the board to provide 14 days for the scheduling of the inspection.

3. At the time of the inspection, the proposed prescription drug storage area shall comply with 18 VAC 110-50-40 and 18 VAC 110-50-50, and wholesale distributors shall meet the requirements of 18 VAC 110-50-90.

4. If an applicant substantially fails to meet the requirements for issuance of a permit and a reinspection is required, or if the applicant is not ready for the inspection on the established date and fails to notify the inspector or the board at least 24 hours prior to the inspection, the applicant shall pay a reinspection fee as specified in 18 VAC 110-50-20 prior to a reinspection being conducted.

D. Prescription drugs shall not be stocked within the proposed location or moved to a new location until approval is granted by the inspector or board staff.

18 VAC 110-50-40. Safeguards against diversion of drugs.

A. The holder of the license shall restrict all areas in which prescription drugs are stored or kept for sale to only designated and necessary persons and provide reasonable security measures to include appropriate locking devices on all access doors to these areas and adequate lighting both inside and outside the facility to deter unauthorized entry and diversion.

B. The holder of the license or permit, except for those distributors of only medical gases other than nitrous oxide, shall install a device for the detection of breaking subject to the following conditions:

1. The device shall be a sound, microwave, photoelectric, ultrasonic, or any other generally accepted and suitable device.

2. The installation shall be hardwired and both the installation and device shall be based on accepted burglar alarm industry standards.

3. The device shall be maintained in operating order and shall have an auxiliary source of power.

4. The device shall fully protect all areas where prescription drugs are stored and shall be capable of detecting breaking by any means when activated.

5. Access to the alarm system shall be restricted to only designated and necessary persons, and the system shall be activated whenever the drug storage areas are closed for business.

C. Distribution or delivery of prescription drugs shall be accomplished in a manner to prevent diversion or possession of drugs by unauthorized persons.

1. The holder of the license or permit shall only deliver prescription drugs to a person authorized to possess such drugs at a location where the person is authorized to possess such drugs, and only at a time when someone authorized to possess such drugs is in attendance.

2. The holder of the license or permit shall affirmatively verify that the person to whom prescription drugs are delivered is authorized by law to receive such drugs.

3. Prescription drugs may be transferred to an authorized agent of a person who may lawfully possess prescription drugs on the premises of the holder of the license or permit provided the identity and authorization of the agent is verified, and provided such delivery is only used to meet the immediate needs of a patient or patients.
18 VAC 110-50-50. Storage.
A. All prescription drugs and devices shall be stored at appropriate temperatures and under appropriate conditions in accordance with requirements, if any, in the labeling of such drugs, or with requirements of USP-NF.

B. If no specific storage requirements are established for a drug or a device, it may be held at controlled room temperature, as defined in USP-NF, to help ensure that its identity, strength, quality, and purity are not adversely affected.

C. Appropriate manual, electromechanical, or electronic temperature and humidity recording equipment, or logs shall be utilized to document proper storage of prescription drugs.

D. Packaging of the prescription drugs should be in accordance with USP-NF standards.

E. Schedule II - V controlled substances shall be separated from Schedule VI prescription drugs and stored in a secure area in accordance with DEA security requirements and standards.

F. Any facility shall be of adequate size and construction and have the proper equipment necessary for the proper storage of prescription drugs and devices as set forth in this section.

PART II.

WHOLESALE DISTRIBUTORS.

18 VAC 110-50-60. Special or limited-use licenses.

The board may issue a limited-use wholesale distributor license to entities that do not engage in the wholesale distribution of prescription drugs except medical gases and may waive certain requirements of regulation based on the limited nature of such distribution.
18 VAC 110-50-70. Minimum required information.

A. Any person or entity wishing to (i) obtain a new license as a wholesale distributor or register as a nonresident wholesale distributor, (ii) engage in the acquisition of an existing wholesale distributor, (iii) change the location or make structural changes to the prescription drug storage space of an existing wholesale distributor, or (iv) make changes to a previously approved security system shall file an application with the board on a form approved by the board.

B. Forms for new licenses or registration, or any change of ownership shall include at least the following information:

1. The name, full business address, and telephone number of the applicant or licensee and name and telephone number of a designated contact person;

2. All trade or business names used by the applicant or licensee (including "is doing business as," and "formerly known as") that cannot be identical to the name used by another unrelated wholesale distributor licensed to purchase or sell drugs in Virginia;

3. The federal employer identification number of the applicant or licensee;

4. The type of ownership and name(s) of the owner of the entity, including:

a. If an individual, the name, address, social security number or control number;

b. If a partnership, the name, address, and social security number or control number of each partner, and the name of the partnership and federal employer identification number;

c. If a corporation:

(1) The name and address of the corporation, federal employer identification number, state of incorporation, the name and address of the resident agent of the corporation;

(2) The name, address, social security number or control number, and title of each corporate officer and director;

(3) For nonpublicly held corporations, the name and address of each shareholder that owns 10% or more of the outstanding stock of the corporation.

(4) The name, federal employer identification number, and state of incorporation of the parent company.

d. If a sole proprietorship, the full name, address, and social security number or control number of the sole proprietor and the name and federal employer identification number of the business entity;

e. If a limited liability company, the name and address of each member, the name and address of each manager, the name of the limited liability company and federal employer identification number, the name and address of the resident agent of the limited liability company, and the name of the state in which the limited liability company was organized;

5. Name, business address and telephone number, and social security number or control number, and documentation of required qualifications as stated in 18 VAC 110-50-80 of the person who will serve as the responsible party;

6. A list of all states in which the entity is licensed to purchase, possess and distribute prescription drugs, and into which it ships prescription drugs;

7. A list of all disciplinary actions imposed against the entity by state or federal regulatory bodies, including any such actions against the responsible party, principals, owners, directors, or officers over the last seven years;

8. A full description, for nonresident wholesale distributors, including the address, square footage, security and alarm system description, temperature and humidity control, and other relevant information of the facility or warehouse space used for prescription drug storage and distribution; and

9. An attestation providing a complete disclosure of any past criminal convictions and violations of the state and federal laws regarding drugs or devices or an affirmation and attestation that the applicant has not been involved in, or convicted of, any criminal or prohibited acts.  Such attestation shall include the responsible party, principals, owners, directors, or officers.

C. An applicant or licensee shall notify the board of any changes to the information required in this section within 30 days of such change.

18 VAC 110-50-80. Minimum qualifications, eligibility, and responsible party.

A. The board shall use the following factors in determining the eligibility for and renewal of licensure of wholesale distributors:

1. The existence of grounds to deny an application as set forth in § 54.1-3435.1 of the Code of Virginia;

2. The applicant’s past experience in the manufacture or distribution of drugs or devices;

3. Compliance with the recordkeeping requirements;

4. Prior disciplinary action by a regulatory authority, prior criminal convictions, or ongoing investigations related to the manufacturing, distribution, prescribing, or dispensing of drugs by the responsible party or immediate family members of the responsible party, and owners, directors, or officers; and

5. The responsible party's credentials as set forth in subsection C of this section.

B. The applicant shall provide a national criminal background check of the person named as the responsible party to assist the board in determining whether an applicant has committed criminal acts that would constitute grounds for denial of licensure.  The background check will be conducted in compliance with any applicable state laws, at the applicant’s expense, and will be sufficient to include all states of residence for the past 10 years or since the person has been an adult, whichever is less.

C. Requirements for the person named as the responsible party.
1. The responsible party shall be the primary contact person for the board as designated by the wholesale distributor, who shall be responsible for managing the wholesale distribution operations at that location;

2. The responsible party shall have a minimum of two years of verifiable experience in a pharmacy or wholesale distributor licensed in Virginia or another state where the person’s responsibilities included, but were not limited to, managing or supervising the recordkeeping, storage, and shipment for drugs or devices;

3. A person may only serve as the responsible party for one wholesale distributor license at any one time;

4. The responsible party shall be employed full time in a managerial position and actively engaged in daily operations of the wholesale distributor;

5. The responsible party shall be present on a full-time basis at the location of the wholesale distributor during normal business hours, except for time periods when absent due to illness, family illness or death, vacation, or other authorized absence; and

6. The responsible party shall be aware of, and knowledgeable about, all policies and procedures pertaining to the operations of the wholesale distributor and all applicable state and federal laws related to wholesale distribution of prescription drugs.

D. The person named as the responsible party on the application shall submit the following with the application:

1. A passport size and quality photograph taken within 30 days of submission of the application;

2. A resume listing employment, occupations, or offices held for the past seven years including names, addresses, and telephone numbers of the places listed;

3. A description of any involvement by the person with any business, including any investments, other than the ownership of stock in publicly traded company or mutual fund, during the past seven years, which manufactured, administered, prescribed, distributed, or stored drugs and devices and any lawsuits, regulatory actions, or criminal convictions related to drug laws or laws concerning wholesale distribution of prescription drugs in which such businesses were named as a party; and

4. Any additional information deemed by the board to be relevant to determining eligibility of a responsible party.

E. Responsibilities of the responsible party.
1. Ensuring that any employee engaged in operations is adequately trained in the requirements for the lawful and appropriate wholesale distribution of prescription drugs;

2. Ensuring that any employee who has access to prescription drugs has not been convicted of any federal or state drug law or any law relating to the wholesale distribution of prescription drugs;

3. Maintaining current working knowledge of requirements for wholesale distributors and assuring continued training for employees;

4. Maintaining proper security, storage and shipping conditions for all prescription drugs;

5. Maintaining all required records.

F. Each nonresident wholesale distributor shall designate a registered agent in Virginia for service of any notice or other legal document.  Any nonresident wholesale distributor that does not so designate a registered agent shall be deemed to have designated the Secretary of the Commonwealth to be its true and lawful agent, upon who may be served all legal process in any action or proceeding against such nonresident wholesale distributor.  A copy of any such service of legal documents shall be mailed to the nonresident wholesale distributor by the board by certified mail at the address of record.

18 VAC 110-50-90. Minimum requirements for the storage, handling, transport, and shipment of prescription drugs.

A. All locations where prescription drugs are received, stored, warehoused, handled, held, offered, marketed, displayed, or transported from shall:

1. Be of suitable construction to ensure that all drugs and devices in the facilities are maintained in accordance with the labeling of such drugs and devices or with official USP-NF compendium standards;

2. Be of suitable size and construction to facilitate cleaning, maintenance, and proper wholesale distribution operations;

3. Have adequate storage areas to provide adequate lighting, ventilation, temperature, sanitation, humidity, space, equipment, and security conditions;

4. Have a quarantine area for storage of drugs and devices that are outdated, damaged, deteriorated, misbranded, adulterated, counterfeit or suspected of being counterfeit, otherwise unfit for distribution, or that are in immediate or sealed secondary containers that have been opened;

5. Be maintained in a clean and orderly condition; and

6. Be free from infestation of any kind.

B. The facility shall provide for the secure and confidential storage of information with restricted access and policies and procedures to protect the integrity and confidentiality of the information.

C. The facility shall provide and maintain appropriate inventory controls in order to detect and document any theft, counterfeiting, or diversion of prescription drugs.

18 VAC 110-50-100. Examination of drug shipments and accompanying documents.

A. Upon receipt, each shipping container shall be visually examined for identity to determine if it may contain contaminated, contraband, counterfeit, suspected of being counterfeit, or damaged drugs, or drugs or devices that are otherwise unfit for distribution.  This examination shall be adequate to reveal container damage that would suggest possible contamination, adulteration, misbranding, counterfeiting, suspected counterfeiting, or other damage to the contents.

B. Upon receipt of drugs, a wholesale distributor must review records for accuracy, completeness, and the integrity of the drugs considering the total facts and circumstances surrounding the transactions and the wholesale distributors involved.

C. The drugs found to be unacceptable under subsection A of this section shall be quarantined from the rest of stock until the examination and determination is made that the drugs are safe for distribution.

D. Each outgoing shipment shall be carefully inspected for identity of the drugs and to ensure that there is no delivery of drugs that have been damaged in storage or held under improper conditions.

18 VAC 110-50-110. Returned, damaged and counterfeit drugs; investigations.

A. Any drug or device returned to a manufacturer or another wholesale distributor shall be kept under the proper conditions and documentation showing that proper conditions were maintained shall be provided to the manufacturer or wholesale distributor to which the drugs are returned.

B. Any drug or device that, or any drug whose immediate or sealed outer or secondary container or labeling, is outdated, damaged, deteriorated, misbranded, adulterated, counterfeited, suspected of being counterfeited or adulterated, or otherwise deemed unfit for human consumption shall be quarantined and physically separated from other drugs and devices until its appropriate disposition.

C. When a drug or device is adulterated, misbranded, counterfeited or suspected of being counterfeit, or when the immediate or sealed outer or secondary container or labeling of any drug or device is adulterated, misbranded other than misbranding identified by the manufacturer through a recall or withdrawal, counterfeited, or suspected of being counterfeit, the wholesale distributor shall:

1. Provide notice to the board and the manufacturer or wholesale distributor from which such drug or device was acquired within three business days of that determination.

2. Maintain any such drug or device, its containers and labeling, and its accompanying documentation or any evidence of criminal activity until its disposition by the appropriate state and federal government authorities.

D. The wholesale distributor shall fully cooperate with authorities conducting any investigation of counterfeiting or suspected counterfeiting to include the provision of any records related to receipt or distribution of the suspect drug or device.

18 VAC 110-50-120. Policies and procedures.

All wholesale distributors shall establish, maintain, and adhere to written policies and procedures for the proper receipt, security, storage, inventory, and distribution of prescription drugs.  Wholesale distributors shall include in their policies and procedures at least the following:

1. A procedure for reporting thefts or losses of prescription drugs to the board and other appropriate authorities;

2. A procedure whereby the oldest approved stock of a prescription drug is distributed first.  The procedure may permit deviation from this process provided the deviation is temporary and appropriate for the distribution;

3. A procedure for handling recalls and withdrawals of prescription drugs and devices;

4. Procedures for preparing for, protecting against, and handling emergency situations that affect the security and integrity of drugs or the operations of the wholesale distributor;

5. A procedure to ensure that outdated drugs are segregated from other drugs to include the disposition of such drugs;

6. A procedure to ensure initial and ongoing training of all employees;

7. A procedure for ensuring, both initially and on an ongoing basis, that persons with access to prescription drugs have not been convicted of a drug law or any law related to wholesale distribution of prescription drugs; and

8. A procedure for reporting counterfeit or suspected counterfeit prescription drugs or counterfeiting or suspected counterfeiting activities to the board and other appropriate law enforcement or regulatory agencies.

18 VAC 110-50-130. Recordkeeping.

A. All records and documentation required in this subsection shall be maintained and made available for inspection and photocopying by an authorized agent of the board for a period of three years following the date the record was created or received by the wholesale distributor. A wholesale distributor shall establish and maintain the following:
1. Inventories and records of all transactions regarding the receipt and distribution, or other disposition of all prescription drugs, including the dates of receipt and distribution or other disposition;

2. Records documenting monitoring of environmental conditions to ensure compliance with the storage requirements as required in 18 VAC 110-50-50;

3. Documentation of visual inspection of drugs and accompanying documents required in 18 VAC 110-50-100, including the date of such inspection and the identity of the person conducting the inspection;

4. Documentation of quarantine of any product and steps taken for the proper reporting and disposition of the product shall be maintained, including the handling and disposition of all outdated, damaged, deteriorated, misbranded, or adulterated drugs;

5. An ongoing list of persons or entities from whom it receives prescription drugs and persons or entities to whom it distributes prescription drugs;

6. Copies of the mandated report of thefts or unusual losses of Schedule II - V controlled substances in compliance with the requirements of § 54.1-3404 of the Code of Virginia; and

7. A copy of any written report to the board of any significant shortages or losses of prescription drugs.

B. Records shall either (i) be kept at the inspection site or immediately retrievable by computer or other electronic means and made readily available at the time of inspection or (ii) if kept at a central location and not electronically retrievable at the inspection site, be made available for inspection within 48 hours of a request by an authorized agent of the board.

C. All facilities shall have adequate backup systems to protect against the inadvertent loss or deliberate destruction of data.

18 VAC 110-50-140. Due diligence.

A. Prior to the initial purchase of prescription drugs from another wholesale distributor not residing and licensed in Virginia, a wholesale distributor shall obtain, and update annually, the following information from the selling wholesale distributor:

1. A copy of the license to wholesale distribute from the resident state;

2. The most recent facility inspection report from the resident board or licensing agency;

3. A list of other names under which the wholesale distributor is doing business, or was formerly known as;

4. A list of corporate officers;

5. A list of all disciplinary actions by state and federal agencies;

6. A description, including the address, dimensions, and other relevant information, of each facility or warehouse used for drug storage and distribution; and

7. A statement as to whether and for whom the wholesale distributor is an authorized distributor of record.

B. If the selling wholesale distributor’s facility has not been inspected by the resident board or the board’s agent within three years of the contemplated purchase, the purchasing wholesale distributor may conduct an inspection of the wholesale distributor’s facility prior to the first purchase of drugs or devices from another wholesale distributor to ensure compliance with applicable laws and regulations relating to the storage and handling of drugs or devices.  A third party may be engaged to conduct the site inspection on behalf of the purchasing wholesale distributor.

C. Prior to the first purchase of drugs from another wholesale distributor not residing in and licensed in Virginia, the purchasing wholesale distributor shall secure a national criminal background check of all of the wholesale distributor’s owners, corporate officers, and the person named as the responsible party with the resident board or licensing agency.

PART III.

MANUFACTURERS.

18 VAC 110-50-150. Good manufacturing practices.

A. The Good Manufacturing Practice for Finished Pharmaceuticals regulations set forth in 21 CFR Part 211 are adopted by reference.

B. Each manufacturer of drugs shall comply with the requirements set forth in the federal regulations referred to in subsection A of this section.

NOTICE:  The forms used in administering 18 VAC 110-50, Regulations Governing Wholesale Distributors, Manufacturers and Warehousers, are not being published due to the large number; however, the name of each form is listed below.  The forms are available for public inspection at the Department of Health Professions, 6603 West Broad Street, 5th Floor, Richmond, Virginia, or at the office of the Registrar of Regulations, General Assembly Building, 2nd Floor, Richmond, Virginia.
FORMS

Application for a Permit as a Restricted Manufacturer (rev. 9/05).

Application for a Permit as a Nonrestricted Manufacturer (rev. 9/05).

Application for a Permit as a Warehouser (rev. 9/05).

Application for a License as a Wholesale Distributor (rev. 9/05).

Application for a Nonresident Wholesale Distributor Registration (rev. 9/05).

Application for a License as a Wholesale Distributor - Limited Use for Distribution of Medical Gases Only (rev. 9/05).

Renewal Notice and Application, 0207 Restricted Manufacturer (rev. 12/02).

Renewal Notice and Application, 0208 Nonrestricted Manufacturer (rev. 12/02).

Renewal Notice and Application, 0215 Wholesale Distributor (rev. 12/02).

Renewal Notice and Application, 0216 Warehouser (rev. 12/02).

Renewal Notice and Application, 0219 Nonresident Wholesale Distributor (rev. 12/02).

VA.R. Doc. No. R04-242; Filed September 14, 2005, 10:08 a.m.

1 Source: Department of Health Professions


2 Other than the exempted businesses limited to medical gases or over-the-counter drugs.


3 Source: Department of Health Professions


4 This statement is based on the statement by the Healthcare Distribution Management Association (via the Department of Health Professions) that legitimate businesses already do this type of due diligence as a matter of practice.


5 Figures from the Department of Health Professions
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