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It’s Now Time for Your OPDP Submissions to be FDA 
Compliant | Are You Ready? 

The FDA generally recognises two types 
of labeling for a Product: 

1. Labeling required for Product 
Approval – 
Prescribing Information, Package Insert/ 
Patient Information, and Structured 
Product Labeling, etc.

2. Promotional labeling – 
Advertising materials, television 
advertisements, brochures, booklets, 
detailing pieces, websites, print 
advertisements, sound recordings, and 
radio advertisements, etc. 

Effective from June 24, 2021, the FDA 
have made it mandatory that the 
following Office of Prescription Drug 
Promotion (OPDP) submission types 
will only be accepted in eCTD format 
and may only be submitted through the 
Electronic Submissions Gateway (ESG) 
as per Section 745A(a) of the Food, Drug, 
and Cosmetics Act.1

Best Practises | 2253 Submissions

Form 2253
• The current version of the fillable Form 

2253 must be used
• Include the appropriate NDA, ANDA, or 

BLA number
• For OPDP, ensure that submissions that 

require correspondences are addressed 
for the attention of the OPDP Project 
Manager.

• On Form 2253, Section 13 titled “For 
CBER Products Only”:
• For OPDP Submissions: Do NOT 

check the “Draft” or “Final” boxes
• For Advertising and Promotional 

Labeling Branch (APLB) Sub-
missions: Check the “Final” box 
only for Final post-marketing 
submissions

• On Form 2253, Section 2 titled 
“Application Information”:
• For a Single Product: Submission 

should include product details of 
only one application number 

• For Multiple Products: Submission 
should include lead application 

 

 Post Marketing Accelerated Approval 

Submitted to  Office of Prescription Drug Promotion (OPDP) 
Office of Prescription Drug Promotion (OPDP) 
and Advertising and Promotional Labelling 
Branch (APLB) 

Submission Type OPDP Submissions (or) Ad Promo Submissions 
(or) 2253 Submissions Accelerated Approval Pre-submission 

Submission 
Requirement 

Specimens of labelling and/or advertising 
material devised for promotion of the drug 
product 

Pre-approval review period: copies of all 
promotional materials intended for 
dissemination or publication to be submitted 
within 120 days following marketing approval 
(Launch) 
After 120 days: Submit promotional materials 
at least 30 days before the intended time of 
initial dissemination of the labelling or initial 
publication of the advertisement (non-launch) 

Document 
Requirement 

 Fillable FDA form 2253 
 Copy of the product’s current professional 

labelling 
 Promotional material(s) 
 Firms are encouraged, but not required, to 

submit annotated versions of the 
promotional material(s) cross-referenced to 
the product labelling and references, if 
applicable 

 For draft promotional materials submitted to 
APLB under 21 CFR 601.45, use Form FDA 
2253 with Section 13 titled “For CBER 
Products Only” checked as “Draft” 

 Cover letter stating that it is a pre-
submission of promotional material(s) for an 
accelerated approval product, Applicant 
should mention clearly in cover letter 
whether the application is for Launch or 
Non-launch material and subject line should 
include “Request for Advisory Comments 
on materials 

 A clean version of the draft promotional 
material(s) that does not include 
annotations to the label or references 

 An annotated copy of the proposed 
promotional material that clearly identifies 
the source of support for each claim 

 The most current FDA-approved PI and, if 
applicable, the FDA-approved patient 
labelling or Medication Guide with 
annotations cross-referenced to the 
proposed promotional material 

 Annotated references to support “product 
claims not contained in the PI” and “disease 
or epidemiology information”, cross-
referenced to the proposed promotional 
material, if applicable 

details and attach separate sheet 
that identifies the other referenced 
products (e.g. application type 
and number, trade name, and 
established name).

• For 2253 submissions to OPDP, if a drug 
has multiple approved indications that 
are covered by different reviewers in 
OPDPi,firms should submit (when 
possible) promotional materials 
that only promote one indication 
separately from promotional materials 
that promote only another indication. 
In such cases, firms may choose to 
communicate the indication being 
promoted in the promotional materials 
in the Comments section of Form FDA 2253

Others
• Do not include Form FDA 356h for 

submissions to OPDP or Advertising and 
Promotional Labeling Branch (APLB)

• Professional and consumer materials 
should be submitted separately and 
should not include a cover letter or 
correspondence.

• Do NOT include any files under Section 
1.15.1 Headings when submitting 2253 
submissions

• Promotional Materials should be 
included under Section 1.15.2

• Promotional Material Attributes include 
promotional material type, material ID, 
and issue date

• Do not submit duplicate material IDs 
under the same 2253 submission

• Issue Date format should be YYYYMMDD
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Let’s look at a couple of visual examples of the eCTD structure for 2253 Submissions.

Example | 2253 Submission for a Single Product

Example | 2253 Submission for Multiple Products

Best Practises | Pre-submission of Promotional Materials for Accelerated Approval Products

• Do not use Form FDA 2253 for the submission of draft promotional materials for 
accelerated approval products to OPDP.

• For draft promotional materials submitted to APLB under 21 CFR 601.45, use Form FDA 
2253 with Section 13 titled “For CBER Products Only” checked as “Draft”.

• Include the appropriate NDA, ANDA, or BLA number.
• For OPDP, address submissions that require correspondences to the attention of the 

OPDP Project Manager

Let’s look at a couple of visual examples of the eCTD structure for accelerated approval 
products.

Example | Accelerated Approval Products Launch

Format for Submission of Promotional 
Materials Electronically
The FDA will now only accept eCTD 
submission format for 2253 submissions and 
Accelerated Approval Pre-submissions, the 
submissions should be submitted through 
the Electronic Submissions Gateway (ESG) 
as per Section 745A(a) of the Food Drug and 
Cosmetics Act.

• Applicant to submit in eCTD format 
using us-regional-v3-3.dtd.

• Promotional Labeling and Advertising 
Materials for Human Prescription Drugs 
should comply with the following FDA 
guidance.
• Submissions using the eCTD 

Backbone Files Specification for 
Module 1.

• eCTD specification for file name, 
leaf titles, operator attributes and 
envelope information for Module 1.

• Submission Process and Coding: 
• Based on the submission history, 

applicant should select the 
Submission-Type as “Promotional 
Labeling Advertising” and Sub-
mission-Sub-Type as “Original/
Resubmission/Amendment”

FDA Metrics on OPDP Submissions
• The FDA have handled some 68,000+ 

2253 submissions in 2020, with this 
number expected to increase in 
2021. With the implementation of the 
eCTD submission format, both the 
submission and review process of 2253 
submissions have become easier for 
the FDA and companies alike. 

• The FDA work with a defined timeline 
of 45 days in which to complete the 
review of initial “Launch” promotional 
material submissions. Over the past 6 
months, the trend confirms that the 
FDA can comply with their defined 
timeline for all launch submissions
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Example | Accelerated Approval Products Non-launch

How eCTD is Proving Helpful with The 
Current COVID-19 Situation
• The eCTD submission format require-

ment is helping both the FDA and 
submitting companies. With no 
requirement for the submission of hard 
copies of promotional and labelling 
materials to FDA, both the submission 
and review process have become easier 
and less time consuming. 

Key Points to Consider while Submitting 
2253 Submission and Accelerated Approval 
Pre-submission
• Promotional materials which are used 

for promotion of product need to include 
the information as approved by the FDA

• The application should clearly mention 
that the submission is for Consumer or 
Professional promotional materials

• Firms are encouraged to submit 
promotional materials that promote 
more than one product (i.e. a multiple- 
product submission) as a grouped 
submission, but grouping of a 
submission is only applicable when 
the application type is the same. For 
example, if a promotional material is 

applicable for both NDA and BLA, a 
company should submit a separate Ad 
Promo submission for each application 
type.

• All references and supporting journals 
which are provided in the Package 
Insert as annotation need to be sub-
mitted under the respective section for 
Accelerated Approval Products

• Use current eCTD dtd version for 
building regional documents

• Overstatement of efficacy claims in 
promotional materials is to be avoided

• OPDP/ALPB submissions have short 
turnaround time which need proper 
planning and execution to meet the 
submission due date

• Selection of inaccurate “material 
type” for the Ad/Promo materials is 
one of the common mistakes done by 
company. Same language/material type 
should be used in all the sections of 
Ad/Promo submissions

It is imperative that organisations ensure 
that their OPDP submissions are compliant 
to the FDA regulations. We appreciate that 
there is something of a transition required 
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in terms of moving away from the traditional 
Paper/NeES format to an eCTD format. 
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