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January 7, 2010

Comments by Pima County Attorney Barbara LaWall 

Concerning A First Working Draft Rules by ADHS for its Medical Marijuana Program
I have reviewed the first working draft of the Arizona Department of Health Services concerning its Medical Marijuana Program.  The Department has done an excellent job in preparing a draft set of rules for implementation of the Medical Marijuana Program.  Your efforts to ensure that the program restricts the use of marijuana to medical use, rather than recreational use, are appropriate and will enhance public safety.    I am pleased to see the level of detail and thoroughness that went into this first draft.  I am particularly pleased with the monitoring and security provisions to protect public safety.
There are a few provisions in the first working draft of the rules that I believe might be improved through revision.  I recommend to you the following additions and modifications:
1. Medical Director and Certifying Physician – The definition of “Medical director” in R9-17-101(15) and the remainder of the rules do not appear to require that the medical director or certifying physician be in good standing with Medicare or be free from any restrictions on their licensure.  Such a requirement should be inserted, perhaps in the definitions within R9-17-101.
2. Denial or Revocation of Card – R9-17-205(C)(2) provides that the Department may deny a patient card or decline renewal of a patient card if the patient or designated caregiver provides false or misleading information to the Department.  The Department also should have the discretion to deny issuance or renewal of a card if the patient or designated caregiver has provided false or misleading information on an application in any other state.  
3. Dispensary agents – There does not appear to be any prohibition against employing as dispensary agents or having board members whose privileges have been revoked for some reason other than having been employed by a dispensary that had its certification revoked.  Such a restriction should be inserted, perhaps in R9-17-301 or R9-17-302. 
4. “Principal officer or board member” – The term “principal officer or board member” is used repeatedly.   See, e.g., R9-17-302(A); R9-17-302(B)(1)(f); etc.  This term should be defined in R9-17-101 or should be replaced with a broader and more inclusive term.  As it is now used, it appears to exclude member or associates of less formally-structured legal entities and is not clarified by R9-17-301.  It could be argued that the rules, as drafted, do not require individuals who are not “principal officers or board members” of their respective organizations to comply with the dispensary rules, including the prohibition against some felons.
5. GAAP – R9-17-302(B)(4) lists four areas in which policies and procedures must be adopted and implemented by dispensaries; a fifth should be added for maintaining and keeping financial transaction and accounting records according to generally accepted accounting principles (GAAP), and there should be an audit requirement regarding the financial statements, as there is regarding the inventory.  
6.  Local Zoning Compliance Certification – An applicant for a dispensary registration certificate should be required to certify that not only the dispensary, but also any off-site cultivation location associated with the dispensary, is in compliance with local zoning restrictions.  In addition, the applicant for a dispensary registration certificate should be required to send the local jurisdiction’s chief zoning official a copy of the R9-17-302(B)(6) certification swearing that the dispensary would be in compliance with local zoning restrictions.  The reason for the copy to the local jurisdiction is to ensure that it receives timely notice enabling it to verify the accuracy of the certification.  Similarly an applicant for renewal of such certification should face the same requirements - namely the requirement to submit a certification that it remains in compliance with local zoning restrictions and the requirement to send a copy to the local jurisdiction.  This could be inserted into R9-17-305. 
7. Corrective Actions – There is mention in R9-17-306(F) of “corrective actions” being undertaken to remedy violations discovered during inspections of dispensaries or cultivation sites; however, there is no follow-up or approval mechanism set forth as is the case with other regulated health entities and food establishments.  Such a mechanism should be established in the rules.
8. Inventory Control System - The provision for auditing a dispensary’s inventory according to generally accepted accounting principles (GAAP) every 30 days is curious.  Typically, pharmacies do not use GAAP for inventory purposes, and there are heavy penalties for keeping inaccurate records.  So, it is unclear why ADHS would require that methodology here.  Moreover, GAAP prescribes financial accounting principles; whereas, there are different standards for audits, such as generally accepted auditing standards (GAAS).  Regular inventory reporting is extremely important, and the 30-day requirement is excellent.  This comment is simply intended to suggest re-consideration of the specific wording in R9-17-313(C).
9. Testing Marijuana Samples – R9-17-314 allows ADHS to obtain samples of marijuana for testing.  ADHS should retain the ability to sample marijuana but should add a requirement for regular testing to be imposed upon the dispensaries and cultivation operations.  They should be required to obtain regular lab testing of their inventory for quality and safety, and this should be at their expense.  ADHS should retain the authority to determine which labs are acceptable for this testing.  A list of “approved” labs perhaps could be issued by ADHS.  Dispensaries should be required to submit the lab testing  results to ADHS.
10. Product Labeling and Analysis – There is no requirement in the draft rules that the marijuana at the dispensaries be organized, displayed, labeled or advertised according to the medical condition it is designed to treat, the particular effect it is intended to produce, or the strain or potency of the specific marijuana plant or product.  New Mexico requires marijuana products to be labeled as to strain and potency.  ADHS should do the same in its rules.  It could be inserted in R9-17-314.  There also should be a prohibition on the use in or on marijuana of any chemicals prohibited by law from being used in or on tobacco and cigarettes.
11. Security and Transportation – Delivery of marijuana to the patient by someone other than a caregiver would be permissible under R9-17-315 as it is currently drafted.  This presents a security and public safety concern.  It should be prohibited by ADHS rules, as has been the case under local zoning ordinances in Pima County.  It is important to expressly prohibit the delivery of marijuana by anyone under the age of 18 so that dispensaries do not hire juveniles as delivery persons.
12. Food Establishments – The “food establishment contracted with the dispensary to prepare edible food products infused with medical marijuana” that appears in R9-17-315(B)(4) and R9-17-316 seems to open the control system to abuse.  While it has food safety benefits, it does not appear to require any kind of control over the marijuana while it is at the “food establishment” or provide any qualifications for “food establishment” employees who handle the marijuana.  It appears to permit a person handling marijuana at a bakery to be someone who would be prohibited from being a dispensary worker or caregiver.  This presents a public safety concern.  On the other hand, R9-17-313(B)(5)(b) seems to imply that the person receiving the medical marijuana on behalf of the food establishment also must  be a dispensary agent.  This should be clarified and made explicit.
13. Local Building, Zoning, and Fire Code Compliance – The physical plant for a dispensary and cultivation location should be required to comply with local Building and Zoning and Fire Codes.   This requirement could be inserted into R9-17-318.
14. Physical plant – With respect to the 500’ spacing requirement from schools, ADHS  should impose rules requiring additional scrutiny of applications and/or additional information in the application for facilities within a 1000’ of a school.  This is consistent with state law requiring a “drug free school zone” of 1000 feet.  It acknowledges that having a dispensary closer to a school increases the chances of diversion or theft of the marijuana.

15. Consequence of Local Code Violation – A dispensary’s registration certificate should be denied or revoked in the event the dispensary or its cultivation location fails to maintain compliance with or violates a local building, zoning, or fire code.  Perhaps a cure period could be inserted for already registered dispensaries, such that the failure to correct a violation within 90 days would give rise to revocation.  This could be inserted into R9-17-319.
16. Denial or Revocation of Dispensary Registration Certificate – R9-17-319(B)(6) provides that the Department may deny an application for a dispensary registration certificate if the principal officer or board member of the dispensary provides false or misleading information to the Department.  The Department also should have the discretion to revoke a dispensary’s registration certificate on this basis and also the authority to deny or revoke a dispensary registration certificate if the principal officer or board member of the dispensary has provided false or misleading information on an application in any other state.
17. Reporting Law Enforcement Interactions – There does not appear to be any requirement for a dispensary operator or caregiver to report criminal convictions, indictments, or arrests to the Department.  Such a requirement would be beneficial and should be added.  Perhaps there should be a requirement that dispensary agents file an annual sworn affidavit that no employee or operator of a dispensary has been arrested, indicted or convicted of a misdemeanor drug offense or any felony.   A similar sworn affidavit could be required of caregivers.
Thank you again for providing the opportunity for public comment on the first working draft set of rules concerning Arizona’s Medical Marijuana Program.

Sincerely,

Barbara LaWall

Pima County Attorney
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