DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration
Silver Spring MD 20993

IND 110513
IND ACKNOWLEDGEMENT
Multidisciplinary Association for Psychedelic Studies
Attention: Rick Doblin, Ph.D.
President
3 Francis Street
Belmont, MA 02478-2216
Dear Dr. Doblin:
We acknowledge receipt of your Investigational New Drug Application (IND) submitted under
section 505(i) of the Federal Food, Drug, and Cosmetic Act (FDCA). Please note the following
identifying data:
IND NUMBER ASSIGNED: 110513
SPONSOR:

Multidisciplinary Association for Psychedelic Studies

PRODUCT NAME(S):

smoked or vaporized marijuana (delta-9-tetrahydrocannibinol
(THC) and cannabidiol (CBD))

DATE OF SUBMISSION:

November 5, 2010

DATE OF RECEIPT:

November 15, 2010

You may not initiate studies in humans until 30 days after the date of receipt shown above unless
we notify you sooner that you may proceed. If, on or before December 15, 2010 we identify
deficiencies in the IND that require correction before human studies begin or that require
restriction of human studies, we will immediately notify you verbally or in writing that
(1) clinical studies may not be initiated under this IND ("clinical hold") or (2) certain restrictions
apply to clinical studies under this IND (“partial clinical hold”). If we place your human studies
on clinical hold, you will be notified in writing of the reasons and the information necessary to
correct the deficiencies. In the event of such notification, you must not initiate or you must
restrict such studies until you have submitted information to correct the deficiencies, and we
have subsequently notified you that the information you submitted is satisfactory.
It has not been our policy to object to a sponsor, upon receipt of this acknowledgement letter,
either obtaining supplies of the investigational drug or shipping it to investigators listed in the
IND. However, if the drug is shipped to investigators, they should be reminded that studies may
not begin under the IND until 30 days after the IND receipt date or later if the IND is placed on
clinical hold.
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FDAAA TITLE VIII RESPONSIBILITIES
You are also responsible for complying with the applicable provisions of sections 402(i) and (j)
of the Public Health Service Act (PHS Act) [42 USC §§ 282 (i) and (j)], which was amended by
Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA) (Public
Law No, 110-85, 121 Stat. 904). Title VIII of FDAAA amended the PHS Act by adding new
section 402(j) [42 USC § 282(j)], which expanded the current database known as
ClinicalTrials.gov to include mandatory registration and reporting of results for applicable
clinical trials of human drugs (including biological products) and devices.
In addition to the registration and reporting requirements described above, FDAAA requires that,
at the time of submission of an application under section 505 of the FDCA, the application must
be accompanied by a certification that all applicable requirements of 42 USC § 282(j) have been
met. Where available, the certification must include the appropriate National Clinical Trial
(NCT) numbers [42 USC § 282(j)(5)(B)].
You did not include such certification when you submitted this application. You may use Form
FDA 3674, “Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with Requirements of
ClinicalTrials.gov Data Bank,” [42 U.S.C. § 282(j)] to comply with the certification requirement.
The form may be found at http://www.fda.gov/opacom/morechoices/fdaforms/default.html.
In completing Form FDA 3674, you should review 42 USC § 282(j) to determine whether the
requirements of FDAAA apply to any clinical trial(s) referenced in this application. Please note
that FDA published a guidance in January 2009, “Certifications To Accompany Drug, Biological
Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public
Health Service Act, Added By Title VIII of the Food and Drug Administration Amendments Act
of 2007,” that describes the Agency’s current thinking regarding the types of applications and
submissions that sponsors, industry, researchers, and investigators submit to the Agency and
accompanying certifications. Additional information regarding the certification form is available
at:
http://www.fda.gov/RegulatoryInformation/Legislation/FederalFoodDrugandCosmeticActFDCA
ct/SignificantAmendmentstotheFDCAct/FoodandDrugAdministrationAmendmentsActof2007/uc
m095442.htm. Additional information regarding Title VIII of FDAAA is available at:
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-08-014.html. Additional information for
registering your clinical trials is available at the Protocol Registration System website
http://prsinfo.clinicaltrials.gov/.
When submitting the certification for this application, do not include the certification with other
submissions to the application. Submit the certification within 30 days of the date of this letter.
In the cover letter of the certification submission clearly identify that it pertains to IND 110513,
submitted on November 5, 2010, and that it contains the FDA Form 3674 that was to accompany
that application.
If you have already submitted the certification for this application, please disregard the above.
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ADDITIONAL IND RESPONSIBILITIES
As sponsor of this IND, you are responsible for compliance with the FDCA
(21 U.S.C. §§ 301 et. seq.) as well as the implementing regulations [Title 21 of the Code of
Federal Regulations (CFR)]. A searchable version of these regulations is available at
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm. Your responsibilities
include:
•

Reporting any unexpected fatal or life-threatening adverse experiences associated with use
of the drug by telephone or fax no later than 7 calendar days after initial receipt of the
information [21 CFR 312.32(c)(2)];

•

Reporting any serious, unexpected adverse experiences, as well as results from animal
studies that suggest significant clinical risk, in writing to this Division and to all
investigators within 15 calendar days after initial receipt of this information
[21 CFR 312.32(c)(1)]; and

•

Submitting annual progress reports within 60 days of the anniversary of the date that the
IND went into effect (the date clinical studies were permitted to begin) [21 CFR 312.33].

CHARGING FOR AN INVESTIGATIONAL DRUG
We remind you that, under 21 CFR 312.8(a)(3), you may not charge for this investigational drug
without prior written authorization from FDA.
GOOD LABORATORY PRACTICE
All laboratory or animal studies intended to support the safety of this product should be
conducted in compliance with the regulations for "Good Laboratory Practice for Nonclinical
Laboratory Studies" (21 CFR 58). If such studies have not been conducted in compliance with
these regulations, provide a statement describing in detail all differences between the practices
used and those required in the regulations.
ENVIRONMENTAL ASSESSMENT
Item 7a of form FDA 1571 requests that either an "environmental assessment," or a "claim for
categorical exclusion" from the requirements for environmental assessment, be included in the
IND. If you did not include a response to this item with your application, please submit one.
Information on environmental assessments is available in the guidance “Environmental
Assessment of Human Drugs and Biologics.” This document is available at
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/u
cm070561.pdf.
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SUBMISSION REQUIREMENTS
Cite the IND number listed above at the top of the first page of any communications concerning
this application. Each submission to this IND must be provided in triplicate (original plus two
copies). Please include three originals of all illustrations that do not reproduce well. Send all
submissions, electronic or paper, including those sent by overnight mail or courier, to the
following address:
Food and Drug Administration
Center for Drug Evaluation and Research
Division of Psychiatry Products
5901-B Ammendale Road
Beltsville, MD 20705-1266
All regulatory documents submitted in paper should be three-hole punched on the left side of the
page and bound. The left margin should be at least three-fourths of an inch to assure text is not
obscured in the fastened area. Standard paper size (8-1/2 by 11 inches) should be used; however,
it may occasionally be necessary to use individual pages larger than standard paper size.
Non-standard, large pages should be folded and mounted to allow the page to be opened for
review without disassembling the jacket and refolded without damage when the volume is
shelved. Shipping unbound documents may result in the loss of portions of the submission or an
unnecessary delay in processing which could have an adverse impact on the review of the
submission. For additional information, see
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/Drug
MasterFilesDMFs/ucm073080.htm.
If you have any questions, email me at ann.sohn@fda.hhs.gov.
Sincerely,
{See appended electronic signature page}

LT Ann Sohn, Pharm.D.
Regulatory Project Manager
Division of Psychiatry Products
Office of Drug Evaluation I
Center for Drug Evaluation and Research
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