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ATACH does not  ant ic ipate a s igni f icant  change to state -

regulated mari juana markets f rom a reschedul ing f rom

Schedule I  to Schedule I I I  a lone :  

FDA already has regulatory author i ty  over mari juana ,  THC and

CBD ,  and Schedule I  to Schedule I I I  does not  increase or

diminish FDA ’s current  author i ty  or  discret ion in regulat ing

state - level  mar i juana markets .  

To the FDA ,  the ent i re mari juana market ( including medical

mari juana )  is  not  federal ly  legal ,  and for  a l l  intents and

purposes ,  is  only interested to the extent  that  i t  safeguards

publ ic  heal th and safety .  Whi le i t  has statutory regulatory

author i ty  over cannabis ,  i t  has not  intervened except in a

narrow set  of  c i rcumstances .  The state - regulated market

operates completely outs ide the pharmaceut ical  drug

development administered by the FDA and DEA ,  and that  is

unl ikely to change due to schedul ing f rom I  to I I I .   

FDA has l imited resources for  even i ts  current  responsibi l i t ies ,

and in order for  FDA to be more involved ,  i t  would need

addit ional  funding from Congress or  a s igni f icant  change in

federal  law such as the passage of  adult -use legal izat ion .  

I t  is  hoped that  Schedule I I I  would open the door to more

research ,  and there may be more interest  by pharmaceut ical

companies in drug formulat ions ,  but  could have sought those

formulat ions without a change in the schedul ing and this  FDA

process for  invest igat ion of  new drugs wi l l  not  change due to

schedul ing .  

Perhaps most important  to state - legal  mar i juana businesses ,

Schedule I I I  would remove 280E taxat ion that  the IRS is

current ly  misapply ing to the cannabis industry .

1.  If this change were to happen, what would
happen to the state-regulated marijuana
industry?



FDA has author i ty  over cannabis when used in consumer

products ,  and even i f  mar i juana were removed from the l is t  of

control led substances ,  FDA would retain substant ia l  regulatory

author i ty  —  not  much less than i t  does now .  This is  why ATACH

is recommending that  mar i juana be subject  to regulat ion

through TTB ,  s imi lar  to a lcohol ,  rather than through FDA alone .

ATACH ’s goal  is  to deschedule mari juana through

comprehensive federal  legal izat ion and have mari juana treated

l ike alcohol .  

The most direct  impact  is  that  i t  would remove the 280e tax

burden for  state - l icensed businesses .  The resul t  of  th is  tax for

most businesses is  that  they pay an ef fect ive tax rate of  81%

revenue ,  which is  staggering .  This would al low the regulated

businesses to be taxed fa i r ly  for  the f i rst  t ime s ince reform

began .  

Most  of  the changes that  wi l l  come from reschedul ing wi l l  be

posi t ive for  business ,  and do not support  the idea that

mari juana would exclusively be the purview of  pharmaceut ical

companies .  The real i ty  is  that  mar i juana is  a widely used

recreat ional  substance that  is  easy to create ,  and is  not  of

interest  for  that  purpose to any establ ished pharmaceut ical

businesses seeking unique drug formulat ions for  medicine .

Recreat ional  mar i juana products are not  part  of  the

pharmaceut ical  business model ,  which rel ies on unique

formulat ions that  can be exclusively marketed for  medical

purposes .  

2. How would this change FDA’s regulatory
authority over marijuana? Wouldn’t
descheduling be better?

3. How might the rescheduling of marijuana
affect the marijuana industry?
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There is  a common misconcept ion that  reschedul ing or

deschedul ing impacts FDA ’s role and i ts  author i ty  over

cannabis products .  Whi le schedul ing does impact how the

product can be used ,  the agency has shown l i t t le current

interest  in regulat ing recreat ional  use of  mar i juana without

more funding and a federal  f ramework ,  despite i ts  current

author i ty  to do so .  

Cont . . .

4. What is FDA’s interest in regulating cannabis?
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The FDA 's current  interest  in regulat ing cannabis stems from i ts

publ ic  heal th mission and author i ty  in the Federal  Food ,  Drug ,

and Cosmetic Act  (FD&C Act ) .  For cannabis ,  the FDA treats i t

l ike any other regulated product ,  regardless of  whether i t 's

classi f ied as mari juana or  hemp .  

As with al l  foods and supplements ,  the FDA must consider them

safe —  usual ly  through standards such as good manufactur ing

pract ices .  Because the FDA has not  extended those standards

to cannabinoids ,  the FDA considers them adulterants and

i l legal  to use .  That  means that  smokable or  edible mari juana

products are not  approved .  As ment ioned ,  i t  has not  sought

enforcement act ion against  state programs or indiv idual

businesses despite that  determinat ion .  

As i t  pertains to enforcement ,  FDA has said that  i t  has and wi l l

cont inue to monitor  the marketplace and take act ion to protect

the publ ic  heal th against  companies sel l ing cannabis and

cannabis -derived products that  are being marketed for

therapeut ic uses for  which they are not  approved .  So far ,  i t  is

products that  have associated drug cla ims that  are of  greatest

interest  and concern for  the FDA .
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The FDA current ly  enforces the FD&C Act by taking act ion

against  indiv iduals or  ent i t ies v iolat ing i t  and the sale of  non -

compl iant  products .  Var ious FDA off ices ,  including the Off ice of

Regulatory Affa i rs ,  the Center for  Food Safety and Appl ied

Nutr i t ion ,  and the Center for  Drug Evaluat ion and Research ,  are

involved in monitor ing and enforcing compl iance .  Their  ef forts

aim to protect  consumers f rom unsafe drugs ,  misbranded

products ,  and more .  These off ices have in i t iated act ions such

as issuing warning let ters against  those market ing CBD and

Delta -8 THC products in v iolat ion of  the FD&C Act .  Past

warning let ters targeted companies sel l ing CBD products with

cla ims of  prevent ing ,  d iagnosing ,  t reat ing ,  or  cur ing diseases ,

often inappropr iately .  Some of  these products v iolated the act

further by being marketed as dietary supplements or  by

containing CBD in food .  The FDA refrains f rom taking act ion

against  CBD products not  making drug cla ims or  target ing

chi ldren .

As ment ioned ,  the FDA does not have the resources and has

expressed no interest  in t ry ing to combat the expansive

regulated cannabis market ,  now operat ing within regulatory

systems in 3 out  of  4 states .

5. What enforcement powers does the FDA have?

4. (Continued) What is FDA’s interest in
regulating cannabis? 
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Re -schedul ing wouldn ' t  a l ter  FDA 's author i ty  over cannabis or

state - regulated companies .  Just  as there are GMP rules for  food ,

i f  a  company sel ls  a cannabis edible across state l ines ,  i t 's

bound by GMP rules ,  whether cannabis is  scheduled or  not .  FDA

general ly  hasn ' t  enforced these rules on cannabis -containing

products (except approved drugs ) .

FDA maintains an FAQ regarding states al lowing cannabis for

medical  use without FDA approval .  I t  emphasizes the need for

cl in ical  t r ia ls  to ensure cannabis product  safety and ef f icacy .

FDA offers support  and informat ion on federal  and scient i f ic

standards for  states consider ing medical  research on cannabis

and der ivat ives .
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Congress recent ly  passed the Medical  Mar i juana and

Cannabidiol  Research Expansion Act ,  H .R .  8454 ,  which may

have an impact on the avai labi l i ty  of  cannabis for  research

purposes .  This law aims to advance cannabis research by

streaml ining DEA 's role and expanding sources of  research -

grade mari juana .  The law mandates DEA to accept appl icat ions

for  registrat ion i f  approved by appl icable agencies FDA or NIH ,

or i f  DEA protocols are met .  The law also aims to increase

commercial  product ion and manufacturers for  research .  Though

it  doesn ' t  solve al l  access issues ,  i t  a ims to s igni f icant ly

broaden DEA - registered research sources .  That  said ,  some

have argued that  i t  makes obtaining a research l icense harder ,

not easier ,  so i t  may not be clear unt i l  the the law in fu l ly

implemented .  

7. Would it be easier to get a research license
from the FDA?

6. Following re-scheduling, will state-regulated
cannabis companies face FDA regulation similar
to pharmaceutical companies? 

This is  the f i rst  t ime an agency with regulatory author i ty  over

mari juana has recommended a di f ferent  category .  S ince i t  was

f i rst  put  on the l is t  of  control led substances back in 1971 ,

mari juana has been categorized in the most severe category

we have for  drugs in the US ,  Schedule I .  That  has l imited

research ,  and treated i t  exclusively as a control led substance ,

in  which possession or  use is  punishable as a cr iminal  of fense .

Convict ions have broad impacts ,  af fect ing job prospects ,

housing ,  and educat ional  opportuni t ies long after  any cr iminal

sentence is  over .  

8. Why is the Health and Human Services (HHS)
recommendation to move marijuana to Schedule
III significant?
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Once HHS provides i ts  f indings and recommendat ions to the

DEA ,  the DEA reviews this  informat ion and in i t iates i ts  own

evaluat ion process .  The DEA 's involvement includes reviewing

the evidence ,  medical  and scient i f ic  data ,  and publ ic  heal th

considerat ions before making a f inal  determinat ion on whether

to reschedule a drug .  
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I t  is  unl ikely that  the DEA wi l l  not  fol low HHS ’s

recommendat ions even though they have a separate evaluat ion

process .  DEA general ly  defers to FDA in a reschedul ing

process .  In  l ight  of  DEA ’s lack of  aggressive law enforcement

related to mari juana general ly  s ince passage of  the

Rohrabacher -Farr  Amendment in 2015 ,  the fact  that  both HHS

and the DEA are part  of  the same Administrat ion which cal led

for  the review ,  i t  is  unl ikely DEA would not  support  the

recommendat ion .

10. How likely is it that the DEA will refuse to
reschedule marijuana?

9. What role does the Drug Enforcement
Administration (DEA) play in this process?

No ,  for  three reasons .  F i rst ,  the President 's direct ive impl ies

that  t reaty considerat ions shouldn ' t  determine mari juana 's

schedul ing ,  as he requested the reconsiderat ion of  i ts  status .

Second ,  the U .S .  is  a l ready non -compl iant  and would remain

non -compl iant  with the Single Convent ion due to state -

regulated adult -use markets ,  even i f  mar i juana stays in

schedule I .  Third ,  the Single Convent ion al lows non -compl iance

i f  i t  conf l icts  with the s ignatory state 's const i tut ional

f ramework ,  which appl ies due to the need to destroy the

regulated state - level  industry for  compl iance .  The federal

government would need to do so in 3 out  of  4 states ,  many of

which adopted legal izat ion through their  own const i tut ional

amendments .  

11. Will the Single Convention on Narcotic Drugs
(our treaty through the UN), prevent the US from
making this change, or ultimately legalizing
marijuana in the U.S.?
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Short ly  af ter  President Biden ’s October 6th ,  2022

announcement ,  ATACH launched a Special  Committee on

Schedul ing ,  which brought together cannabis companies ,

advocacy organizat ions ,  and scient i f ic  and legal  experts to make

the case for  schedul ing reform .  ATACH is  playing the leading

associat ion role in the schedul ing ef fort  nat ional ly  and is  a

founder and the administrator  of  the Coal i t ion for  Cannabis

Schedul ing Reform .  Addit ional ly ,  ATACH helped publ ish the June

2023 report  as part  of  the administrat ion ’s evaluat ion process

which can be read here .  
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12. What has ATACH done in support of
rescheduling?

Deschedul ing is  our strong preference ,  but  was not  of fered as

an opt ion by Health and Human Services ,  and i t  is  not

pol i t ical ly  v iable .  Nonetheless ,  reschedul ing of fers c lear

benef i ts ,  part icular ly  consider ing how severe the restr ict ions

are for  Schedule I  control led substances .

13. Why not hold out for descheduling (removing
marijuana from the Controlled Substances List)?
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Signi f icant  reform in Washington often takes incremental

change .  As ment ioned through this  Q&A ,  even with

reschedul ing ,  these issues wi l l  not  be ful ly  resolved unt i l  we

can remove mari juana from the l is t  of  control led substances

and treat  i t  l ike alcohol .  But  we bel ieve this  change is  a

signi f icant  and important  step forward .

14. Will this mean that the final goal of
legalization (descheduling) will be harder to
achieve?

ATACH is taking new members ,  whether they are mari juana

l icensees ,  hemp companies ,  s tate t rade associat ions ,  or

support  businesses .  This is  an exci t ing t ime for  the mari juana

community and we invi te you to jo in ATACH today !

15. How can individuals and businesses stay
updated on developments related to marijuana
rescheduling?

https://schedulingreform.org/report

