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FDA Increases Flexibility on Requirements for 

Cell and Gene Therapies to Advance Innovation 

(January 11, 2026) 

The U.S. Food and Drug Administration today 

announced it is sharing information about the 

agency’s flexible approach to overseeing 

chemistry, manufacturing and control (CMC) 

requirements for cell and gene therapies (CGT). 

The agency’s more flexible approach has been, 

and is expected to continue to be, helpful in 

expediting product development and will help 

guide the FDA’s evaluation of development 

strategies in preparation for a Biologics License 

Application (BLA) submission. Over the last 

decade, the FDA’s Center for Biologics Evaluation 

and Research (CBER) has approved close to 50 

CGTs. The transformative potential of these 

therapies has captured the imagination of the 

pat ient  community and ignited product 

development.

(Read more)

FDA Approves First Treatment for Children With 

Menkes Disease (January 12, 2026 )

The U.S. Food and Drug Administration today 

approved the Zycubo (copper histidinate) 

injection as the first treatment for Menkes disease 

in pediatric patients.  “With today’s action, children 

with this devastating, degenerative disease will 

have an FDA-approved treatment option and the 

potential to live longer,” said Christine Nguyen, 

M.D., Deputy Director of the Office of Rare 

Diseases, Pediatrics, Urologic and Reproductive 

Medicine in the FDA’s Center for Drug Evaluation 

and Research. “The FDA will continue to work with 

the rare disease community to advance drug 

development for patients with Menkes disease 

and other rare conditions.”Menkes disease is a 

neurodegenerative disorder caused by a genetic 

defect that impairs a child’s ability to absorb 

copper. 

(Read more)

FDA Intends to Take Action Against Non-FDA-

Approved GLP-1 Drugs (February 06, 2026 ) 

The U.S. Food and Drug Administration is 

announcing its intent to take decisive steps to 

restrict GLP-1 active pharmaceutical ingredients 

(APIs) intended for use in non-FDA-approved 

ompounded drugs that are being mass-marketed 

by companies — including Hims & Hers and other 

compounding pharmacies  — as  s imi lar 

alternatives to FDA-approved drugs. These 

actions are aimed to safeguard consumers from 

drugs for which the FDA cannot verify quality, 

safety, or efficacy.  We take seriously any potential 
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violations of the Federal Food, Drug, and Cosmetic 

Act.The FDA is also taking steps to combat 

misleading direct-to-consumer advertising and 

marketing following warning letters that were sent 

in the fall of 2025. In promotional materials, 

companies cannot claim that non-FDA-approved 

compounded products are generic versions or the 

same as drugs approved by FDA. They also cannot 

state compounded drugs use the same active 

ingredient as the FDA-approved drugs or that 

compounded drugs are clinically proven to 

produce results for the patient.

(Read more)

 

FDA Approves First-of-Its-Kind Device to Treat 

Pancreatic Cancer Device Delivers Non-invasive 

Therapy and Supports Care at Home (February 

12, 2026 )

The U.S. Food and Drug Administration has 

approved a first-of-its-kind device for the 

treatment of adult patients with locally advanced 

pancreatic cancer. Optune Pax, developed by 

Novocure, is a portable, non-invasive device that 

delivers alternating electrical fields, known as 

tumor treating fields (TTFields), to the abdomen. 

TTFields work by physically disrupting the rapid 

cell division that is characteristic of cancer cells, 

while minimizing damage to healthy tissue. 

“Having treated many patients with pancreatic 

cancer, I know how difficult the diagnosis can be. 

The pancreatic cancer community deserves better 

therapeutic options,” said FDA Commissioner 

Marty Makary, M.D., M.P.H. “The FDA is working 

tirelessly to bring potentially promising therapies 

to people who need them.”

(Read More)

New single-dose oral treatment for human 

African trypanosomiasis (sleeping sickness)  (27 

February 2026 )

EMA has recommended granting a marketing 

authorisation in the European Union (EU) for 

Teizeild (teplizumab) to delay the onset of stage 3 

type 1 diabetes in adults and in children from 8 

years of age with stage 2 type 1 diabetes. Type 1 

diabetes is a chronic autoimmune disease where 

the body's immune system destroys beta cells in 

the pancreas that produce insulin, a hormone that 

regulates blood glucose (sugar) by allowing it to 

move into cells to produce energy. As a result, 

glucose builds up in the blood and causes multiple 

symptoms, like thirst, hunger, frequent urination, 

weight loss and tiredness. Over time, it can affect 

major organs in the body, including the heart, 

blood vessels, nerves, eyes and kidneys. Patients 

need daily insulin injections to control their 

glucose levels.

(Read more)

PMRUs IN ACTION

PMRU in Action: Highlights & Field Activities

The Price Monitoring Resource Unit (PMRU) is 

an extended arm of NPPA and is registered as a 

society. While PMRUs have already been 

established in 33 States/UTs to strengthen 

grassroots- level  pharmaceut ica l  pr ice 

monitoring and to create awareness about the 

initiatives of NPPA for ensuring affordability and 

availability, the setup of PMRU in the remaining 

04 States/UTs is underway. The PMRUs function 

under the direct supervision of the concerned 

state drug controllers. During the month of 

October 2025, several PMRUs conducted State 

level IEC activities.

State Level Events/Seminars by PMRUs

Twenty-Nine (29) State and District level Events/ Seminars have been organized by 12 (Twelve) PMRUs in their 

respective States/UTs, viz. Puducherry, Jammu & Kashmir, Goa, Chhattisgarh, Jharkhand, Haryana, 

Lakshadweep, Meghalaya, Punjab, Rajasthan, Assam, and Tripura PMRU. These events were aimed at raising 

awareness among people about Fixation of Ceiling Prices under NLEM 2022 and its significance in Healthcare, 

Drug Price Regulations under the provisions of DPCO, 2013, Role of NPPA in making the Drugs affordable and 

available for all, Functions of PMRUs, Pharma Sahi Daam Mobile App and IPDMS 2.0. Major glimpses of the 

activities are as follows:

Glimpse of programs for PMRU, PUNJAB
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