
Pregnancy Exposure Term Additions and Changes
Based on suggestions from the ICH Points To Consider Working Group, new sets of pregnancy exposure terms have been added and existing terms reorganized to make them more self explanatory and easier to use for pharmacovigilance purposes.  

Both the new and existing terms were organized to refer to circumstances involving transmission of various agents through intimate contact (e.g., mother to fetus or newborn, between partners, etc). The two main circumstances considered are exposures related to pregnancy and lactation, and terms representing relevant forms of potential transmission of various agents through intimate contact (e.g., PT Exposure via partner). 

Existing terms where an actual harm is proved were not part of this set, even if they convey the concept of a pregnancy or intimate related previous exposure (e.g., PT Maternal drugs affecting foetus and PT Anaesthetic complication foetal). Additionally, existing exposure terms related to an agent or form of contamination which does not involve intimate contact and is only applicable to one individual (e.g., PT Exposure to toxic agent) were not included in this reorganization. Terms related to exposures to communicable diseases or environmental occupational and non-occupational exposures were not included either.

The spreadsheet below identifies all of the new terms and changes made for MedDRA Version 14.1.  Proposed changes for MedDRA v15.0 are listed in the second worksheet.
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v14.0 Pregnancy Exposure Term 

		Primary SOC		Primary HLT		PT		LLT		Notes

		Injury, poisoning and procedural complications		Medication errors due to accidental exposures

						Accidental drug intake by child

						Accidental exposure

								Accidental exposure while administering drug

								Accidental exposure while preparing drug for administration

								Accidental ingestion

								Inadvertent exposure to drug

								Inadvertent exposure to vaccine

						Exposure during breast feeding

								Drug exposure via breast milk		demoted PT

								Transmission of drug via breast milk		Moved via Demotion of PT Drug exposure via breast milk

								Vaccine exposure via breast milk		Moved via Demotion of PT Drug exposure via breast milk

								Viral vaccine antibody exposure via breast milk		Moved via Demotion of PT Drug exposure via breast milk

								Viral vaccine exposure via breast milk		Moved via Demotion of PT Drug exposure via breast milk

						Exposure via blood

						Exposure via direct contact

								Exposure via skin contact

						Exposure via partner

						Exposure via semen

								Transmission of drug via semen		Moved from PT Drug exposure during pregnancy

						Exposure via vaginal fluid

						Radiation exposure

								Non-occupational radiation exposure

		Injury, poisoning and procedural complications		Pregnancy related accidental exposures and injuries

						Exposure via father

								Fetal exposure via father

		Primary SOC		Primary HLT		PT		LLT		Notes

		Injury, poisoning and procedural complications		Pregnancy related accidental exposures and injuries				Foetal exposure via father

								Paternal drug exposure		moved from PT Drug exposure during pregnancy

								Paternal drug exposure before pregnancy		Moved from PT Drug exposure before pregnancy

								Paternal drug exposure during pregnancy

						Foetal exposure during delivery

								Exposure via birth canal

								Fetal exposure during delivery		US Spelling

						Foetal exposure during pregnancy

								Drug exposure in utero		Moved from PT Drug exposure during pregnancy

								Exposure via placenta

								Fetal exposure during pregnancy		US Spelling

								Fetal exposure during pregnancy, first trimester		US Spelling

								Fetal exposure during pregnancy, second trimester		US Spelling

								Fetal exposure during pregnancy, third trimester		US Spelling

								Fetal tobacco exposure		Moved via Demotion of PT Foetal tobacco exposure

								Foetal exposure during pregnancy, first trimester

								Foetal exposure during pregnancy, second trimester

								Foetal exposure during pregnancy, third trimester

								Foetal tobacco exposure		Demoted PT

								Radiation exposure in utero		Moved from PT Radiation exposure during pregnancy

								Unspecified agent exposure in utero		Moved from PT Unspecified agent exposure during pregnancy

						Foetal exposure timing unspecified

								Drug exposure via mother		Moved from PT Drug exposure during pregnancy

		Primary SOC		Primary HLT		PT		LLT		Notes

		Injury, poisoning and procedural complications		Pregnancy related accidental exposures and injuries				Fetal exposure timing unspecified

						Maternal exposure before pregnancy

								Drug exposure before pregnancy		Demoted PT

								Vaccine exposure before pregnancy		Moved via Demotion of PT Drug exposure before pregnancy

						Maternal exposure during delivery

						Maternal exposure during pregnancy

								Drug exposure during pregnancy		Demoted PT

								Radiation exposure during pregnancy		Demoted PT

								Unspecified agent exposure during pregnancy		Demoted PT

								Vaccine exposure during pregnancy		Moved via Demotion of PT Drug exposure during pregnancy

						Maternal exposure timing unspecified

								Maternal drug exposure		Moved from PT Drug exposure during pregnancy

								Maternal vaccine exposure		Moved from PT Drug exposure during pregnancy

						Thalidomide embryopathy				secondarily linked to HLT Pregnancy related accidental exposures and injuries

		Injury, poisoning and procedural complications		Poisoning and toxicity

						Maternal drugs affecting foetus				Primary link moved from HLT Pregnancy related accidental exposures and injuries

								Complications of maternal exposure to therapeutic drugs

		Primary SOC		Primary HLT		PT		LLT		Notes

		Injury, poisoning and procedural complications		Poisoning and toxicity				Maternal drugs affecting fetus

						Paternal drugs affecting foetus				Primary link moved from HLT Pregnancy related accidental exposures and injuries

								Paternal drugs affecting fetus

		Secondary SOC		Secondary HLT		PT		LLT		Notes

		Injury, poisoning and procedural complications		Poisoning and toxicity

						Anaesthetic complication foetal				Secondary link moved from HLT Pregnancy related accidental exposures and injuries.

								Anesthetic complication fetal

						Angiotensin converting enzyme inhibitor foetopathy				Secondary link moved from HLT Pregnancy related accidental exposures and injuries.

								ACE inhibitor fetopathy

								ACE inhibitor foetopathy

								Angiotensin converting enzyme inhibitor fetopathy

						Diethylstilboestrol syndrome				Secondary link moved from HLT Pregnancy related accidental exposures and injuries.

						Foetal alcohol syndrome				Secondary link moved from HLT Pregnancy related accidental exposures and injuries.

								Fetal alcohol syndrome

						Foetal anticonvulsant syndrome				Secondary link moved from HLT Pregnancy related accidental exposures and injuries.

								Fetal anticonvulsant syndrome

								Fetal hydantoin syndrome

								Fetal phenytoin syndrome

								Fetal valproate syndrome

								Foetal hydantoin syndrome

								Foetal phenytoin syndrome

								Foetal valproate syndrome

						Foetal methotrexate syndrome				Secondary link moved from HLT Pregnancy related accidental exposures and injuries.

								Fetal methotrexate syndrome

		Secondary SOC		Secondary HLT		PT		LLT		Notes

		Injury, poisoning and procedural complications		Poisoning and toxicity		Foetal warfarin syndrome				Secondary link moved from HLT Pregnancy related accidental exposures and injuries.

								Fetal warfarin syndrome

						Neonatal complications of substance abuse				Secondary link moved from HLT Pregnancy related accidental exposures and injuries.

								Neonatal complications of substance abuse NOS
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Note:  LLTs that are also PTs are not shown.



v15.0 Proposed Complex Changes

		SOC		HLGT		HLT		PT		LLT		Notes

		Injury, poisoning and procedural complications		Exposures, chemical injuries and poisoning								Replaces HLGT Chemical injury and poisoning in SOC Injury, poisoning and procedural complications

						Exposures to various agents NEC						Replaces HLT Medication errors due to accidental exposures

								Accidental drug intake by child

								Accidental exposure

										Accidental exposure while administering drug

										Accidental exposure while preparing drug for administration

										Accidental ingestion

										Inadvertent exposure to drug

										Inadvertent exposure to vaccine

								Exposure via blood

								Exposure via direct contact

										Exposure via skin contact

								Exposure via partner

								Exposure via semen

										Transmission of drug via semen		Moved from PT Drug exposure during pregnancy

								Exposure via vaginal fluid

								Radiation exposure

										Non-occupational radiation exposure

										Radiation exposure (non-occupational)

		Injury, poisoning and procedural complications		Exposures, chemical injuries and poisoning		Exposures associated with pregnancy and lactation						HLT Exposures associated with pregnancy and lactation would be bi-axial to primary SOC Injury, poisoning and procedural complications; secondary SOC Pregnancy, puerperium and perinatal conditions; HLT Exposures associated with pregnancy and lactation replaces HLT Pregnancy related accidental exposures and injuries

		Pregnancy, puerperium and perinatal conditions		Pregnancy, labour, delivery and postpartum conditions

								Exposure during breast feeding

										Drug exposure via breast milk		demoted PT

										Transmission of drug via breast milk		Moved via Demotion of PT Drug exposure via breast milk

										Vaccine exposure via breast milk		Moved via Demotion of PT Drug exposure via breast milk

										Viral vaccine antibody exposure via breast milk		Moved via Demotion of PT Drug exposure via breast milk

										Viral vaccine exposure via breast milk		Moved via Demotion of PT Drug exposure via breast milk

								Exposure via father

										Fetal exposure via father

										Foetal exposure via father

										Paternal drug exposure		moved from PT Drug exposure during pregnancy

										Paternal drug exposure before pregnancy		Moved from PT Drug exposure before pregnancy

										Paternal drug exposure during pregnancy

								Foetal exposure during delivery

										Exposure via birth canal

										Fetal exposure during delivery		US Spelling

								Foetal exposure during pregnancy

										Drug exposure in utero		Moved from PT Drug exposure during pregnancy

										Exposure via placenta

										Fetal exposure during pregnancy		US Spelling

										Fetal exposure during pregnancy, first trimester		US Spelling

										Fetal exposure during pregnancy, second trimester		US Spelling

										Fetal exposure during pregnancy, third trimester		US Spelling

										Fetal tobacco exposure		Moved via Demotion of PT Foetal tobacco exposure

										Foetal exposure during pregnancy, first trimester

										Foetal exposure during pregnancy, second trimester

										Foetal exposure during pregnancy, third trimester

										Foetal tobacco exposure		Demoted PT

										Radiation exposure in utero		Moved from PT Radiation exposure during pregnancy

										Unspecified agent exposure in utero		Moved from PT Unspecified agent exposure during pregnancy

								Foetal exposure timing unspecified

										Drug exposure via mother		Moved from PT Drug exposure during pregnancy

										Fetal exposure timing unspecified

								Maternal exposure before pregnancy

										Drug exposure before pregnancy		Demoted PT

										Vaccine exposure before pregnancy		Moved via Demotion of PT Drug exposure before pregnancy

								Maternal exposure during delivery

								Maternal exposure during pregnancy

										Drug exposure during pregnancy		Demoted PT

										Drug exposure prior and during pregnancy via father

										Radiation exposure during pregnancy		Demoted PT

										Unspecified agent exposure during pregnancy		Demoted PT

										Vaccine exposure during pregnancy		Moved via Demotion of PT Drug exposure during pregnancy

								Maternal exposure timing unspecified

										Maternal drug exposure		Moved from PT Drug exposure during pregnancy

										Maternal vaccine exposure		Moved from PT Drug exposure during pregnancy
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